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General information

1 General information

1.1 User instructions

 Before use, thoroughly read these instructions for use and the
instructions for use of all other products that will be used during
the procedure.

« If the required instructions for use are missing, immediately
contact an Olympus representative.

« Keep the instructions for use in a safe, accessible location.

1.2 Signal words
The following signal words are used throughout this document.
WARNING

Indicates a potentially hazardous situation which, if not avoided,
can result in death or serious injury.

CAUTION
Indicates a potentially hazardous situation which, if not avoided,
can result in minor or moderate injury.

NOTICE
Indicates a property damage message.

1.3 Conventions throughout this document

@ This is the safety alert symbol. It is used to alert the user to

potential physical injury hazards. Observe all safety messages
that follow this symbol 1o avoid possible injury.

This symbol indicates additional helpful information.
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General information

A numeration indicates a sequence of actions.

wn

« | Bullet points indicate individual actions or different options for
action.

- | Dashes indicate the listing of data, options or objects.

1) |Numbers with right parenthesis name elements in illustrations.

2)
3)
1.4 Manufacturer
Olympus Winter & Ibe GmbH
Kuehnstr. 61
22045 Hamburg
Germany
6 OLYWMWPUS
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Safety information |

2 Safety information

2.1 Intended use
2.1.1 General intended use

WAL7777A
Hysteroscope sheath for endoscopic diagnosis and treatment in

gynecologic applications.

WAA47778A

Stopcock accessory 1o be used in combination with a compatible
hysteroscope or ureteroscope. The stopcock has a sealing
function, supports the ingertion of semi-flexible and flexible
instruments and supports the flow regulation of the irrigation fluid
during gynecological or urological procedures.

2.1.2 Speclfic indications

WAATTTTA

- transcervical diagnosis and treatment of abnormal uterine
bleeding, endometrial polypectomy, submucous and intramural
myoma, endometrial ablation, lost intrauterine devices, septa
and synechiae

- enabeling transcervical sterilization

2.2 Contraindications

Absolute contraindications
- Acute pelvic inflammatory disease

Relative contraindications

- Electrotherapeutical interventions are contraindicated, if, in
the judgement of the physician, tissue resection, vaporization,
ablation, incision, cutting and coagulation could have a
negative effect on the state of the patient.

OoLYMPFUS 7

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Safety information

- Electrosurgical treatment of tissue may be contraindicated for
patients with cardiac pacemakers, weakened immune systems
or blood coagulation disorders.

Hysteroscopy may be contraindicated by the following conditions,
depending on the severity or extent:

- Inability to distend the uterus

- Cervical stenosis

- Cervicalivaginal infection

- Uterine bleeding or menses

- Known pregnancy

- Invasive carcinoma of the cervix

- Recent uterine perforation

The intended use and contraindications of the equipment used in
combination with the product must be observed.

2.3 User qualification

Medical use

This product is only intended to be used by a trained physician.
These instructions for use do not explain or discuss clinical
procedures.

Reprocessing
Reprocessing of reusable products may only be performed by
qualified hygiene personnel.

r
Repair of the product may only be performed by trained qualkfied
servicing personnel that has been authorized by Olympus.
Otherwise, Olympus cannot be held responsible for the safety
and performance of the product.
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Safety information

2.4 Environment of use

Medical use
This product is only intended to be used in hospitals and medical
rooms with appropriate endoscopic equipment.

Reprocessing
Reusable products must be reprocessed according to the
applicable national and local standards and regulations.

. 2.5 General dangers, warnings and cautions

The following wamings and cautions apply to the general
handling of the product. This information is to be supplemented
by the dangers, warnings and cautions given in each chapter in
this document and in the instructions for use of any product being
used with this product.

WARNING
A Risk of injury to the patient and the user

An insufficient undersianding of the warnings, cautions, and

instructions can result in serious injury.

« Make sure to have the complete set of instructions for use.

* Before use, thoroughly read these instructions for use and the
instructions for use of all othar products that will be used during
the procedure.

CAUTION
A Risk of injury to the patient and the user
Using incompatible equipment and accessories can lead to injury
of the patient and the user.
» Only use compatible equipment as listed in the chapter
“Compatible equipment” on page 44.
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Saftety information

A

CAUTION

Risk of Injury of the patient

Failure to observe the information given in the section “Intended

Use", “User Qualification™ and “Environment of Use” amounts to

use of the product beyond the use for which it is intended.

» Observe the information given in the section “Intended use”™,
“User qualification™ and “Environment of use®,

NOTICE

Risk of damage to the product

If instruments touch each other during reprocessing, transport or

storage, the instruments can be damaged.

» Avoid that instruments touch each other during reprocessing,
transport or storage.

10
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Product description

3 Product description

3.1 Scope of delivery

+ Before use, check that all items listed below are available.
« Contact an Olympus representative or an authorized service
center if any items are missing or damaged.

WAAL7777A
- Sheath
- Instructions for use

- Stopcock accessory
- Access information sheet

3.2 Sheath

[i]

The sheath is a rigid instrument. A telescope can be inserted
into the telescope channel of the sheath from the proximat

end to provide an endoscopic image during the procedure.

The endoscopic image can be viewed using the ocular or by
connecting a compatible camera head.

Compatible surgical instruments can be inserted into the
instrument channel of the sheath.

The irrigation stopcock can be used to control the inflow of the
irrigation fluid. The instrument stopcock controls the passage of
the surgical instruments.

For information on compatibility, refer to the chapier “Compatible
aquipment” on page 44.

As there is no outflow channet for the irrigation fluid, the irrigation
fluid flows out between the sheath and the cervix channel.

1"
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Product description

1) Distal end

2) Irrigation stopcock
3) lIrrigation port

4) Instrument stopcock
5) Instrument channel
6) Telescope channel

irrigation stopcock

The irrigation stopcock controls the inflow of the irrigation fluid.
Depending on the required inflow, the irmigation stopcock can be
opsned or closed.

instrument stopcock
The instrument stopcock controls the passage of surgical
instruments through the instrument channel.

The stopcocks can be disassembled. If the components of the
stopcocks are lost or damaged, replace the components with a
compatible stopcock accessory.

jte

12

:
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Product description

Stopcock open

Stopcock closed

3.3 Stopcock accessory

L1

The stopecock accessory can replace the stopcocks of the sheath
if the stopcock components are lost or damaged.

For more information, refer to the chapter “*Ordering information™
on page 43.

OLYMPUS 13
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Product description

3.4 Symbols

This section gives an explanation for each symbol used on the
product and on the packaging of the product.

Symbol Explanation Symbol Explanation
Catalog number Non-sterlle
A
Batch code Consult instructions for
FEH e
\ Quantity of content Faderal (USA) law restricts this
|QTY Rxonly dovieobnlabyoronmeord:r
' of a physician
I Manutaciurer @ indicates a recovery/recyclable
pacikage or package material
Date of manufacture Green Dot-gymbol for dual
al @ |
Storage conditions Indicates the range of humidity
g‘ 10 which the medical devios can
~ be safely exposed
Trangport conditions Incicates he Wmperahwe mits
:E /l’ to which the medical device can
be safely exposed
CE cevtfification mark — symbol
ce for the compiance with the
0197 | Medical Device Directive 83/42/
EEC
3.5 Warranty

Any warranty claims towards Olympus are forfeited if the user
or unauthorized persons atiempt repair or modification of the
product. No warranty is provided for any damage due to misuse
of the product.

14
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Preparation

4 Preparation

4.1 Safety information for preparation

WARNING

Risk of Injury to the patient and the medical personnel

Improper or incomplete reprocessing can cause infection of the

patient.

» Reprocess the product before first and each subsequent use.

 For reprocessing the product, observe the instructions in the
chapter “Reprocessing” on page 26.

+ Do not use a product that has not been reprocessed.

« Before each use, ingpect the product as described in the
section “Inspection” on page 15.

+ Do not use a damaged product.

CAUTION
A Risk of injury to the patient and the user

The use of a damaged product or of a product with improper

functioning can cause an electric shock, mechanical injury,

infection and thermal injury.

+» Before each use, observe the instructions in the section
“Inspection” on page 15.

+ Do not use damaged equipment, equipment that does not
function properly or equipment with illegible or missing
markings.

* Repiace damaged equipment, equipment that does not function
properly or equipment with illegible or missing markings.

4.2 Inspection

inspection regarding reprocessing

« Make sure that the product has been property reprocessed.

» Visually inspect the product thoroughly. The product must be
visually clean.

:

15
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Preparation

General inspection
» Check that the product has:
- no dents, cracks, kinks, or deformations
- no deep scratches
- no corrosion
- no missing or loose parts
« Check all markings on the product for clear vigibility.

Even products designed to be reused have a limited service

life. A number of factors connected with handling and some
reprocessing methods may lead to increased wear of the product.
The service life can be markedly shortened. The product must be
replaced if signs of wear become visible.

16
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Preparation

4.3 Assembly and connection
4.3.1 Assembling the stopcocks

» Assemble the irrigation stopcock and the instrument stopcock.
+» Securely fasten the components of the stopcocks until they
stop.

17
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Preparation

4.3.2 Connecting the irrigation tubing

1. Close the irrigation stopcock.

2. Close the instrument stopcock.

3. Connect the imigation tubing to the irgation port.
4.3.3 Attaching the sealing cap

» Attach a sealing cap A0313 to the instrument channel.

18
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Preparation

4.3.4 Inserting the telescope

1. Insert the telescope into the telescope channel of the sheath.
2. Advance the telescope until it stops.
Make sure that the connector pin of the telescope clicks
securely into position.

For information on connecting the telescope, refer to the
instructions for use of compatible telescopes.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Use

5 Use

5.1 Safety information for use
WARNING
Risk of injury to the patient

During prolonged procedures, the combination of open blood

vessels and certain pressure conditions can cause the irrigation

fiuid to be absorbed into the circulatory system creating a water

intoxication condition called tiuid overioad-syndrome.

+» Perform the procedure with utmost care.

+ Carefully monitor fluid inflow and fluid outflow to ensure that the
fluid deficit is known at all times.

« If excessive fluid deficit occurs, consider stopping further inflow
and ending the procedure.

CAUTION

Risk of injury to the patient

There is a risk of injury if the temperature of the irvigation fiuid

reaches 43 °C (109 °F).

+ Do not preheat the irrigation fluid above body temperature
(37 °C/99 °F).

CAUTION

Risk of injury 1o the patient and the user

There is a risk of injury to the patient and the user due to
malfunction of the equipment.

» Always have spare equipment available.

CAUTION

Risk of injury to the patient

When using this product in combination with HF electrodes, arc-
over betwaen the endoscopic equipment and the HF electrode
can Occur.

20
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Use

= Keep a distance between the distal end of the endascopic
equipment and the tip of the HF elecirode as specified by the
manufacturer of the HF electrode.
For infarmation on the minimum distance, refer to the
instructions for use of the HF electrode.

The surface temperature of the product can exceed 41 °C but
will not reach 43 °C.

As there is no outflow channel for the irrigation fluid, the irrigation
fluid flows out between the sheath and the cervix channel.

i
i

5.2 Inserting surgical instruments

Close the instrument stopcock.

Select a compatible surgical instrument.

In the case of & surgical instrument with jaws, close the jaws.
Insert the distal end of the surgical instrument into the sealing
cap on the instrument channel.

Advance the surgical instrument until it stops.

Open the instrument stopcock.

Advance the surgical instrument until the distal end becomes
visible on the endoscopic image.

Neo s

21
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After use

6 After use

6.1 Removal and disassembly
6.1.1 Removing the surgical Instrument
1. In the case of a surgical instrument with jaws, close the jaws.

2. Remove the surgical instrument.
3. Close the instrument stopcock,

6.1.2 Disconnecting the sheath
1. Close the irrigation stopcock.

2. Remove the telescope.

22
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After use

4. Remove the sealing cap.

:

23
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After use

6.1.3 Disassembling the stopcocks

stopcock,
6.2 Preparation for reprocessing at the point of use

WARNING

A Risk of injury to the patient and the medical personnel
If instruments are left in dry condition for a longer period, heavy
debris may dry to the instrument, leading to incrustations that
may be difficult to remove.
+ Do not leave used instruments ovemight before reprocessing.
» Reprocess this product immediately after use.

immediately after use

1. Immediately after use, prepare reusable instruments for
reprocessing as dascribed in this section.

24 OLYMPUS
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After use

2. Remove heavy debris from the product by wiping with an
appropriate, single-use lint-free cloth or sponge.
3. Bring the product to the reprocessing area.

6.2.1 Transport to the reprocessing area

WARNING

Risk of Injury to the patient and the medical personne!

insutficient detergents or disinfectants can lead to protein fixation

on the instrument.

« Olympus recommends to return the product from the point of
use to the reprocessing area in dry condition to avoid protein
fixation caused by some detergents or disinfectants.

Transport in dry condition

1. Make sure that gross debris does not dry.

2. Contain the product during transport to avoid possible
environmental or personnel contamination.

3. Reprocass the product according to the instructions in this
document.

h'ansport in wet condition
Make sure that the detergents or disinfectants do not cause
protein fixation.

2. Contain the product during transport to avoid possible
environmental or personnel contamination.

3. Reprocess the product according to the instructions in this
document.

NOTICE

Risk of damage to the product

If instruments touch each other during reprocessing, transport or
storage, the instruments can be damaged.

« Avoid that instruments touch each other during reprocessing,

transport or storage.

25
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Reprocessing

7 Reprocessing

7.1 Safety information for reprocessing

WARNING

Risk of Injury to the patient and the medical personnel

Improper or incomplete reprocessing can cause infection of the

patient and the medical personnel as well as damage to the

product.

*» Reprocess the product before first and each subsequent use.

» Reprocess the product according to the instructions in this
chapter.

» Only use reprocessing methods which have been validated for
the product.

WARNING
A Risk of injury to the medical personnel

Patient debris and reprocessing chemicals are hazardous. There

is a risk of infection or skin irritation when they come into contact

with exposed skin.

» Wear personal protective equipment to guard against
dangerous chemicals and potentially infectious material in
accordance with the applicable local guidelines.

+ During dleaning and disinfection or sterilization, wear
appropriate personal protective equipment, such as eye wear,
face mask, moisture-resistant clothing and chemical-resistant
gloves that fit properly and are long enough so that no part of
the skin is exposed.

WARNING
A Risk of injury to the patient
If the stopcocks are not disassembiled before cleaning and
disinfection, the stopcocks cannot be reprocessed properly.
+ Before cleaning and disinfection, disassemble the stopcocks as

described in these instructions for use.
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Reprocessing

WARNING

Risk of Injury to the patient or the medical personnel

Residual water can affect the gas sterilization process and lead

to insufficient reprocessing.

+ Thoroughly clean and dry the instrument before gas
sterilization.

7.2 General information for reprocessing

Brand-new instruments
» Treat brand-new instruments as if they have been used.
+ Reprocess brand-new instruments using a complete

reprocessing cycle.

The reprocessing cycle

+ Reprocess the product according to the instructions in this
chapter.

» To minimize the risk of infecting patients, users or third parties,
reprocess the product before each use.

» Contact your local hygiene representative for local standards
and regulations.

Manual cleaning or automated cleaning

In general, this product can be cleaned manually or automatically
with sufficient results. Manual cleaning methods involve infection
risks for the personnel responsible for reprocessing. Automated
methods reduce these risks and provide the advantage of
standardized, reproducible and validated procedures. Therefore,
Olympus recommends to generally prefer automated cleaning
methods.

Validated for

Validated for efficacy means that the efficacy of the method
or agent has been validated for reprocessing this product as
described in this document.

27
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Reprocessing

Verifled for material compatibility

Verified for material compatibility means that according to current
knowiedge the reprocessing method or agent does not negatively
affect materials or functional performance of the product.

Verified for material compatibility does not mean that
microbiological efficacy can be guaranteed.

Compatible reprocessing methods (according to ISO 17664)
The microbiological efficacy and/or material compatibility of the
reprocessing methods listed in the table have been validated or
verified with this product. For detailed information on validated
reprocessing methods, refer to the ingtructions following the

table.

++ Method validated for microbiological/cleaning efficacy and
verified for material compatibility

+ Method verified for materia! compatibility

- Incompatible

o Contact an Olympus representative for additional
information.

# Not tested

28 OLYMPUS
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Reprocessing

Process Al products
covered in
this document
Peeparation at Daposition Wet .
the point of uss Ory n
Decontamination | Preparation Selection according o the
cleaning and disinfection
procedures
Cleaning Manuat Ultrasonic +
Alksline detorgent .
Acidic detergent #
Neutral delergent -
Machine Alkaline datargant -+
Acidic detergent 0
Neulral datergant .
Rinsing -
Diginfaction Manual *
Machine Chemical *
Thermal *
Drying (dry T 85 °C (203 *F)
(max. 10 min)
Maintenance
Swrilization Steam Auloclave (prevacuum}
W ey
mathod)
Low
tamporaturg; 2
ateam and
formaldehyde
Ethwloneg oxide #
Gas Plasma | STERRAD® 1008 ~
STERRAD® NX™/100NX™ -
Increased wear
Some reprocessing methods may lead to increased wear of the
products.
= Inspect the products thoroughly before use for traces of wear.
OLYMPUS 29
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Reprocessing

Cleaning brush

In the following reprocessing instructions, Olympus uses the

terms “appropriate brush” and “appropriate surface brush”. Select

an appropriate brush/surface brush according to the following

information:

- The brush diameter must be greater than or equal to the
diameter of the inner lumen being brushed.

- The brush bristles must fully extend and contact the surface of
the inner lumen.

- The brush must move easily in and out of the instrument.

- The brush must be at least 50 mm longer than the lumen of the
instrument.

- Tapered or irregular lumens can require the use of different
brushes with different brush diameter.

- A surface brugh is for outer surfaces only.

+ Do not use a lumen brush for surfaces.

+* Do not use a brush with metal bristles or any other types of
bristie which can scratch and damage the instrument.

+» Only use brushes which the manutacturer has designated for
reprocessing of medical devices.

For the dimensions of the product, refer to the section
“Dimensions for reprocessing” on page 46.

Instructions for using detergents

+ All components of the product must be completely immersed in
the detergent.

» Selact the immersion time and the concentration of the solution
in accordance with the instructions given by the manufacturer
of the detergent.

« Make sure that there are no air bubbles.
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Reprocessing

7.3 Manual cleaning
7.3.1 Safety information for manual cleaning

WARNING

Risk of injury to the patient and the medical personnel
There is a risk of infection when using insufficient detergents.

» Only use detergents which have been validated for the product.

WARNING
[ ! 5 Risk of injury to the patient and the medical personnel
The cleaning efficacy can be compromised If the detergent fixes
proteins to the product.
« Avoid any protein fixation prior to or during cleaning caused by
the reprocessing process.

NOTICE
Risk of damage to the product

Incompatible detergents can considerably damage Olympus
endoscopes and accessories.

* Use only solutions that are approved and verified (for example
by FDA, DGHM or a comparabie institution) and that are
certified by their manufacturers as safe for endoscopic
instrument cleaning and disinfection.

« Select the immersion time and the concentration of the solution
in accordance with the instructions given by the manufacturer
of the detergent.

NOTICE

Risk of damage to the product

Detergents can contain various aggressive compounds which

can damage the product.

= To remove residues, rinse the product thoroughly with
deionized water as described by the manufacturer of the
detergent.

+ Do not use tap water for rinsing because it might be
chlorinated.

31
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Reprocessing

7.3.2 Manual cleaning procedure

Manual cleaning of the product has been validated with the
following detergents:
- Enzyme-base detergent:
Neodisher MediZym 0.5% manufactured by Chemische Fabrik
Or. Weigert GmbH und Co. KG
- Akaline detergent:
Neodisher MediClean forte 2% manufactured by Chemische
Fabrik Dr. Weigert GmbH und Co. KG

stopcock.
2. Immerse the product in enzyme-based detergent for at least
20 min.

3. Thoroughly ringe the product and all gaps and lumens at
least 10 times with enzyme-based detergent using a syringe

of at least of 10 ml.
4. Thoroughly brush all gaps and lumens at least 10 times with
an appropriate surface brush.
32 OLYMPUS
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5. Thoroughly flush all gaps and lumens at least 10 times with
fresh enzyme-based detergent using a syringe of at {east
10 ml.

6. Immerse the product in alkaline detergent and ultrasonicate
for at least 15 min,

7. Thoroughly rinse the product with deionized water using a
cleaning pistol or other rinse device.
The cleaning pistol or other rinse device must be suitable for
cleaning medical devices and deliver a minimum pressure of
1 bar (14.5 psi).

8. Dry the product.

7.4 Manual disinfection
7.4.1 Safety information for manual disinfection

NOTICE

Risk of damage to the product

Incompatible disinfectants can considerably damage Olympus

sndoscopes and accessories.

» Use only solutions that are approved and verified (for example
by FOA, DGHM or a comparable institution) and that are
certified by their manufacturers as safe for endoscopic
instrument cleaning and disinfection.

» Select the immersion time and the concentration of the solution
in accordance with the instructions given by the manufacturer
of the disinfectant.

NOTICE

Risk of damage to the product

Disinfectant solutions or tap water can contain various aggressive

compounds that can damage the product.

+ To remove residues, rinse the product thoroughly with sterile
water.

+ Do not use tap water for rinsing because it might be
chiorinated.
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7.4.2 Precondition for manual disinfection

The product must be cleaned thoroughly before disinfection.
Thorough cleaning removes both micro-organisms and organic
material. Failure 10 remove organic material decreases the
effectiveness of the disinfection process.

+ To avoid damaging the product, it is recommended to use
commercially available grasping forceps with rubber-padded
jaws to handle the product once it is immersed.

+ Grasp the product at its main body.

7.4.3 Manual disinfection procedure

stopcock.

2. Completely immerse the product in Cidex OPA® Solution by
Johnson & Johnson for at least 12 minutes at 20 °C (68 °F)
or higher, filling all lumens and eliminating all ajr pockets.

34 OLYMPUS
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Remove the product from the solution.

Thoroughly rinse the product by completely immersing it in a
large volume {(e.g. 2 gallons) of sterile water.

Keep the product completely immersed for at least 1 minute.
Flush all lumens with large volumes (at least 100 ml) of rinse
water.

Remove the product and discard the rinse water.

To remove disinfectant residues, repeat the rinsing procedure
2 additional times, for a iotal of 3 rinses, with large volumes
of fresh water.

Always use fresh volumes of water for each rinse.

9. Dry the product.

eN g MW

7.5 Automated cleaning and thermal disinfection

Appropriate washer-disinfector with thermal disinfection

programs

« Use only a washer-disinfector with thermal disinfection
programs which are specifically intended for cleaning and
disinfection of reusable medical instruments and accessories
by the manufacturer.

» Use only a washer-disinfector with thermal disinfection
programs in accordance with intemational standard series
ISO 15883.

= Rafer to the instructions for use of the washer-disinfector.

+ For automated cleaning, use alkaline detargent.

Detergents in automated cleaning

« Only use detergents which have been validated for the product.

+ Select the immersion time and the concentration of the solution
in accordance with the instructions given by the manufacturer
of the detergent.

Automated cleaning of the product has been validated with the
following detergents:
- Neodisher MediClean forte manutactured by Chemische Fabrik
Dr. Weigert GmbH und Co. KG
- 0.5% solution

OLPUS 35
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- Neodisher Z manufactured by Chemische Fabrik

Dr. Weigert GmbH und Co. KG
- 0.1% solution

7.5.1 Preparation for automated cleaning and thermal disinfection

4.

. Disassembile the irrigation stopcock and the instrument

stopcock.

Place the components of the stopcocks in an instrument
baskst for small items.

Make sure that instruments are placed in the washer-
disinfector so that they can be appropriately cleaned and
diginfected.

Do not overload the washer-disinfector.

The components of the stopcocks can get lost or be damaged if
reprocessed without using an instrument basket for small items.

36
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7.5.2 Selection of programs

CAUTION
A Risk of Injury to the patient

High inflow temperatures during automated cleaning and thermal

disinfection can cause thermal coagulation of proteins.

+ Make sure that the first water inflow into the washer-disinfector
during automated cleaning and thermal disinfection starts with
cold temperatures (<20 °C) to avoid thermal coagulation of
proteins.

Select the program according to the following characteristics:

- The program must at least reach an A0 value of 3000.

- The temperature of the first inlet water must not exceed 20 °C.
- Atemperature of 55 *C must not be exceeded during cleaning.

+ Do not use programs starting with high inflow
temperatures (e.g., 93 °C), because this causes protein
fixation.

» Make sure that the program does not include any sudden
changes in temperature.

7.5.3 After automated cleaning and thermal disinfection

1. To prevent corrosion, remove all instrument parts from
the washer-disinfector after the automated procedure is
completed.

2. Be careful as the instrument parts can be hot.

3. I the instruments are wet, dry the instruments.
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7.6 General information for sterilization

Precondition for sterilization

The product must be cleaned thoroughly before sterilization.
Thorough cleaning removes both micro-organisms and
organic material. Failure to remove organic material decreases
effectiveness of the sterilization process. After cleaning, make
sure that the instrument is carefully dried.

Storage Iife of sterllized Instruments

. The storage life of sterilized instruments depends on the type of
packaging and the storage conditions. Refer to national and local

laws and guidelines.

Sterilization accessories

Use only sterilization accessories that have been cleared by the
kocal authorities and that have been validated for the sterilization
processes of the product.

38
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7.7 Steam sterilization
Preparing the sheath for steam sterilization

h (-l" ¢
wh

1. Assembile the irrigation stopcock and the instrument
stopcock.

2. Securely fasten the components of the stopcocks until they
stop.

3. Seal the product in packaging appropriate for steam
sterilization according to local guidelines and your hospital's
protocol.

Steam sterllization conditions

Steam stexilization of the product has been validated with

fractionated prevacuum at 132 °C for 3 min.

Other possible steam sterilization conditions are:

Temperature...........cccceeeeerenveas 13210 136 °C (269.6 t0 276.8 °F)
Holding time rtieseesesensersaasaeanusons 3 to 20 min.
or

OLYMPUS 39
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Temperature......... ... 135 °C (275 °F)
HOMING tIMB.......cevceeremesecneceeenessssesssrsesssassssarsssssnssosnssssasasas 20 min.

Steam sterilization procedurs

For steam sterilization, Olympus recommends a drying time of at

least 15-30 minutes.

= Choose an appropriate drying time, depending on the
autoclave.

+ Refer to the autoclave’s ingtructions for use.

« Be careful when unloading the autoclave, the contents may be

hot.
. » Make sure that the packaging of the product is not damaged.
+» Resterilize the product if 1 of the following applies:
- the sealing has been opened
- the packaging is wet
- the packaging is damaged
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8 Repair, shipment and disposal
8.1 Repair

WARNING
A Risk of injury to the patient and the user
There is a risk of injury to the patient and the user caused by
unauthorized repairs and product modification.
= Do not attempt to repair or modify the product.

Repairs may only be performed by qualified servicing personnel
that has been authorized by Olympus. Contact an Olympus
representative or an authorized service center for repair and
warranty information.

8.2 Shipment

WARNING

Risk of infection for the personnel

Sending used products to Olympus represents a risk of infection

for the personnel. Olympus is entitled to refuse solled or

contaminated products for reasons of safety.

» Reprocess the product before sending in.

+ [If reprocessing will damage the product completely, clean the
product as thoroughly as possible and mark it accordingly.

When sending products to an authorized service center for repair

or warranty claims, note the following.

« Use the original cardboard packaging for the transport of the
product.

« If this is not possible, wrap each componant individually in
sufficient paper or sheets of foamed material and place them in
a cardboard box.

« |f applicable, use the respective transport protection (e.g.,
instrument tray, protective tube) of the product.

41
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Repair, shipment and disposal

Service centers do not accept warranty claims for damage
caused by inadequate packaging.

8.3 Disposal

WARNING

Risk of injury to medical personnel and third party

Disposing of the product without prior decontamination can cause

infection of the medical personnel.

« Decontaminate the product before disposal.

« When dispasing of the product or any of its components, follow
all applicable national and local laws and guidelines.
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9 Ordering information

Product description Catalog number

Sealing cap AD313

Slopeock accessory WAA7778A

Sheath WA47777A with sealing cap ADG13 WA477778
OLYMPUS 43
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Compatible equipment

10 Compatible equipment

Olympus recommends the use of equipment as listed in this
chapter. If combinations are used that are not listed in this
chapter, the user takes the full responsibility.

Future squipment can also be compatible. For more information,
contact an Olympus representative.

Some of the products listed in this chapter may not be available
in all sales territories.

27
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11 Technical data

11.1 General dimensions

Maximum working length
L1: WA47777A ... 206.85 mm

Maximum insertion portion width
D1: WALTTTTA .oeinemcnrcrcnnens 5.25 mm

Minimum instrument channel width
WA47777A reisataaeesrmresriesastrassneesarsaenenns 5 Fr.

There is no guarantee that instruments selected solely using
this minimum instrument channe! width will be compatible in

combination.

Maximum width

WHIWALTT77A e enssnnmes s smrsmnnens ..3.54 mm
OLYMPUS 45
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11.2 Dimensions for reprocessing

This section lists all relevant dimensions for reprocessing the
product. For reprocessing the product, refer to the chapter

“Reprocessing™ on page 26.

Minimum channel diameter

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

D1 cresreressenenress 4,83 MM

D2 eeeiiieri e cesnessarasassnsssorossonessrasnt sorassansiansannnsmmnnennsern 3.16 mm

D3........ 3.16 mm

Minimum channel length

L1 280.2 mm

O~ .48.0 mm

L3 73.7mm

11.3 Ambient conditions

Operating conditions

Ambient temperaturs...........coccerineeeraeens 1010 35 °C (50 o 95 °F)

Relative humidity........... .- ...30 to 85%

Storage conditions

Temperature... . 10 to 40 °C (50 to 104 °F)

Relative humidity.........cccconcinnanea. . 30 to 85%

Transport conditions

Temperature —40to 70 °C (-40 10 158 °F)

Relative humidity 10 10 95%
OLYMPUS
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OGuwian uHpopmaumrna

1 O6wan uHpopmauun

1.1 UHCTPYKUUA NONbL3OBATENA

* MNepea Havanom paboTel cneayeT BHUMATENEHO NPOYUTATL ITY

A MHCTPYKLMIO MO 3KCNAYaTALMM W HHCTPYKLIMM NO 3KCNNyaTauuy

BCEX APYrUX U3ABNWA, KOTOPLIe GyAYT HCNONL3OBATLCH B X0AS
npoueAyph.

» Npu OTCYTCTBUM HEOGXOAWMBIX MHCTPYKUWA NO SKENAYATAUNM
CNEAYET HOMEANSHHO GOPATHTLCH K NPBACTABKUTENIO GUPMEI
Olympus.

* UHCTPYKUWA NO 3KCTTYaTaumn A0MMHA XPaHUTECR &
HAABMHOM ¥ AOCTYNHOM MecTe.

1.2 CurHanbHuie cnoea

B TeKcTe AAHHOIrO AOKYMOHTA MCNONLIYIOTCA CAaAYIoWHe
CArHansHbie cnosa.

OCTOPOMHO
YKasweaeT Ha NOTEHUMANLHO ONACHYIO CHTYaUWio, KOTopan,

€CNK 88 He NPEeROTBPATHTL, MOXET NPHEECTH K CMEPTENLHOMY
HCXORY HAW CEepPbe3HON TpaBMe.

BHWMAHHUE

YKasbiBaeT Ha NOTEHUNANLHO ONACHYIO CHTYaLKIo, KOTOpas,
6CNK 86 HE NPEACTBPATHTL, MOXKET NPUBAECTH K HEGONLLUIOK NAK
CpeaHeN NO TAKBCTH TpaBMe.

YBEAOMNEHME
MpeaynpeAaaeT 0 BOIMOMKHOM NOBPEMAGHHA MMYLIECTBA.

¢ ]
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Ob6wan uidpopmMauma

1.3 YenoeHuie 0603HaUEHHUA B NAHHOM AOKYMEHTE

@ CwmBon, npeaynpenaaowmi o6 onacHocti. Mcnonbayerca
U NPEAYNPeNASHUA NONb3OBATENA O NOTEHUNANLHOH

onacHocTH Tpaam. Cneayer cobnoaaTs BCE NPEAYNPENASHHA

00 ONACHOCTAX, NPHBEASHHLIE NOCNS JAHHOMD CHMBONA, YTOGH!

1a0e)KaTL BO3MOMHLIX TPABM.
(] 3T0T CHMBON YKastiBacoT Ha AONONHUTENLHYIO NONE3HYIO
1 | |unpopmaumo.
1. | Hymepauua yKasuieaeT Ha NOCNEAOBATeNLHOCTS AACTBUA.
2.
3.

* | NyHKTH MAPKUPOBAHHOND CNWCKA 0603HANAIOT OTAGNbLHLIS
ASHCTBMA MIK PAINMNHLIC BAPHAHTH BEINONHOHUA ASHCTEMA.

- { Tupe 0603Ha4AIOT NEPEYHCAEHHE AGHHLIX, BAPHAHTOB WK
- | npeameroa.

1) |Undpui ¢ npapoii cxobioi 0603HAYANOT ASTANM HA
2) |mnmocTpaumrax.
3)

1.4 NpoxasoauTens

Olympus Winter & Ibe GmbH
Kuehnstr. 61

22045 Hamburg

Fepmanua
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Unpopmauna no TexHuke Ge30nacHACTH

2 UHpopmauua No TexHuke GesonacHOCTH

2.1 Ucnonk3oBaHKe NO Ha3HAMEeHUIO
2.1.1 Obiuee NPeANRIHAMGHHS

WAMTTTTA
Ty6yc rucTepocrona AnA SHAOCKONHYECKOR AWATHOCTUKK W
NeueHUA B OBNACTH YPONOTUK W TMHEKONOTHN.

’ WA4T778A
MpuHaanexHoCTL ANA 3aNOPHOND KpaHa NpeaHasHawena aAnf
HCNONL3OBAHNA B COMBTAHNN C COBMECTHMbIM MCTEPOCKONOM
UNK YPETOPOCKONOM. 3anopHLIN KPaH BLINOAHAST
FEPMETUSHPYIOWYIO GYHKUMIO, NOAASPIHKHBAET BBEACHNE
NONYrHOKUX 1 MMGKIUX MHCTPYMEHTOB, a TaKKe perynuposanue
NOTOKA NPOMBIBOMHON UAKOCTH BO BPOMA MMHBKONOTHYECKHX
HAK YPONOrMYeCKHX Nnpoueayp.

2.1.2 Ocobuie noxasanun

WAA47777A
- TPAHCUBPBUKANLHAA AUArHOCTHKE U NEUSHHE GHOMANBHOIC
MATOYHOTO KPOBOTEYEHHA, NONUNIKTOMUA IHAOMETPHA,
CYOMYKOSHAA N MEXMbILLIBYHAA MHOMA, ABNALKA SHAOMETPHA,
NOTEPAHHLIG BHYTPHMATOMHLIE CIIMPANM, NEPeropoOAKM K
CNaiku
. - TPAHCUSPBUKANLHARA CTEpHNHIAUWA

2.2 NpoTusonoKasaHuA

AGCONIOTHAIS NPOTHEONOKAZAHMA
- Ocrpuie BocnanutenbHeie aaonesanna obnactm rasa

OLYMPUS 7
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Urxpopmaums No TexHuke 6830NacHOCTH

OTHOCHTENLHLIS NPOTHBONOKA3AHUA

- OnexrpoTepanesTUYecKoe BMeLLaTensCTeo NPOTUBONOKA3AHO,
€CMH, NO MHEHUIO BPaya, PO3EKLMA TKAHH, BANOPU3aUMRA,
abnALMA, PACCEUEHHE THAHM, PA3PE3AHHE H KOATYNALIMA MOTYT
OTPHUATENbHO OTPASHTLCA HA COCTORHWU NALMEHTA.

- OneKTpoxupypruecxan obpadotka TkaHen moxer GbiTh
NPOTHBONOKASAHA NAUMEHTAM C KAPAWOCTUMYNATOPOM,
0ocNatnexHHOR MMMYHHOA CHCTEMOR UAW HAPYLIBHHON
CBEpPTHIBAGMOCTHIO KPOBH.

FucTepOoCKONUA MOXKET GbiTb NPOTHBONOKASAHA NPH CRBAYIOWIHX
COCTORHMAX, B 3aBUCHMOCTH OT UX TAXKECTH WK CTENeH!:

- HeBOSMOMHOCTD PACTRHYTL MATKY

- CreHos weitkn MaTku

- LiepaukansHar/snaranuuiHan nHPpeKuWa

- MarovHoe KpoBOTEHEHHE MK MECARUHbIe

- NoareepaeHHaR GEPEMEHHOCTL

- UHB23WBHAA KAPUNHOMA LLUEHKH MATKH

- HegasHAA NepPopaLMA MATKH

Cneayer ucnone3osate 060pyaOBaHWe, NPUMEHRGMOS
BMECTE C M3RENHEM, CTPOrO NO HASHANEHHIO W YuHTHIBaTL
NPOTUBOMNOKASAHNA K €10 NPHMEHBHNIO.

2.3 KeanudHrauua NONb30BaTeNA

Mpumenenne B MeAMUHHE

310 Hagenue NPEAHASHAYSHO MCKNIOMHTENLHO ANA
MCTIONBLIOBAKKA CNELHANBHO OBYYEHHBIM BPAYOM.

B AaHHbIX UHCTPYKUMAX NO AKCANYATAUMH KAMHU4ECKHE
npoueaypr HE MOACHAIOTCA U HE PACCMAaTPHBAIOTCA.

Obpaborka
O6paboTka MHOropasoBhIX HSAENHA MOET OCYLLECTBARTLCA
MM KBANHPHUMPOBAHHBIM CAHUTAPHLIM NEPCOHANOM.
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HMHgopmaumn no TexHuine 6e3onacHoCTH

Pemount

PeMOHT W3Ae/TMA QOMKEH OCYWIECTBNATLCA TONBKO CNEUNANEHO
00y4eHHBIM KBANMPUUNPOBAHHBIM CEPBHCHBIM NEPCOHANOM,
ABTOPH30BaHHLIM KoMNaHKeh Olympus.

B npotnBHOM criyyae xomnanuA Olympus we necer
OTBETCTBEHHOCTH 3a 6e30NacHOCTe H PAdOTOCNOCOGHOCTL
HIAGNHA.

2.4 YenoBHA HCNONb3OBAHWA

Mpusmonenne B MaaUUMNHS

fanxoe usgenve npeaHasHa4eHO ANA HCNONLIOBAHHA
TONLKO B OORBHALLAX H MEAMUMHCKMX NYHKTAX, HMEOLLIMX
COOTBETCTBYIOLLEE IHAOCKONKUECKOe OB0PYAOBaHNe.

OBpaboTia

ObpaboTka MHOFOPA30BEIX HIAENWA AOMKHA NPOU3BOANTLCA B
COOTBETCTBUN C NPHMEHNMBIMH HAUMOHAALHHIMK H MECTHLIMH
HOPMAMH W HOPMATHEHLIMH JOKYMEHTAMA.

2.5 O6wine onacHble CHTYAUNW, NPeRYNPEKACHHA H Mepbl
NPeaoCTOPOMHOCTH

Cneayiowlne NPeayNpPeKaeHMA 1 MEPR NPEACCTOPOXHOCTH
KacaloTCA OOLWNX NPUHUNNOB OGPALEHHA C HIENHEM,

Ora uHdpopmaums A0MKHa Bbimb AoNoNHEHA COOBWOHHAMK
«OnacHo», «BHumanne» n «OCTOPOIHO», NPHBEACHHBIMM

8 KKAOH rNaBe JaHHOro AOKYMEeHTa W B MHCTPYKUKK N0
Ixcnyaraunm AKG0M0 U3AGNHA, HCNONBLIYEMOTO COBMECTHO C
DaHHBIM H3RENHeM.

BHUMAHHUE

A OnNacHOCTb TRABMMPOBAHNKA NAUHSHTA H NONLIOBATENA
HeaocTaTouHoe noHuMaHe NpeaynpexaeHnii, mep
NPEAOCTOPOXKHOCTH H HHCTPYKLUNA MOXET NPHBECTH K
COpPbLe3HLIM TPaBMaM.

OoLYMPUS 9

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




UHPOPMALMA NO TeXHUKe 6e30nacHoCTH

« Cnelyer HMETL NONHLIA KOMMNAEKT HHCTPYKUKA NO
3KCNAyaTaLWK.

* Nepea Hayanom paboTbl CNeAYET BHUMATENLHO NPOUHTaTL 3TY
WHCTRYHUMIO NO SKCNNYATAUWW W WHCTPYKLUK NO SKCNAYATALNM
BCEX APYTHX H3ABNWA, ROTOPBIe BYAYT HCNONL3OBATLCH B XOAE
Apoueaypbt.

OCTOPOXHO

OnacHOCThE TPARMMPORAHHA NAUMEHTA H NONLIOBATENA

UCnonb3soBaHWe HECOBMECTHMOrD 000PYACBAHHA U

NPHHAANENHOCTER MOXKET NPHBECTH K TPABMHUPOBaHKIO

NaUWeHTa 1 NONbIoBATENA.

« CneflyeT HCNONL3OBATL TONLKO COBMECTUMOS 0BOpyAcBaHKe,
ynasaHHoe B rmape «O6wan nidopmaumas Ha cTp. 5.

OCTOPOXHO

OnacHOCTL TPABMHMPOBAKMA TTAUMBNTA

HesHanne UHGOPMAaLMK, USNOXKEHHOK B pasaenax

«ACnonbL30BaHke NO HasHavYeHwo», «KBanupurkaumn

NONL30BATENA» U «YCROBUA NPHMEHEBHWR» CUMTAETCH

HCNONLIOBAHKEM H3NENTHA HE NO HASHAYSHKIO.

» Cneayer 03HaKOMUTLCA C HHOOPMaUWeR B pasaenax
«MCNONLSOBAHKE MO HAIHAUEHNIO», «KBaNUPUKALMA
NONL30BATENA> U «YCNOBUA UCNONLIOBAHKA»,

YBENOMNEHME

OnacHoCTL NOBPEIKAGHUA HIRENHA

ECnM wHCTPYMSEHTE! CONPHKACAIOTCA APYF C APYrOM Nnpu

06paboTke, TPAHCNOPTUPOBKE HAK XPAHEHUH, BO3MONHO UX

noBpexaeHue.

* UsBeratb CONPUKACAHNA HHCTPYMENTOB APYT C APYTOM NpPH
00pa6oTie, TPAHCNOPTUPOBKE HAK XPAHEHWN.

10
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OnucaHue nsaenun

3 OnucaxHue uagenun

3.1 Homnnexr nocrasxu

* Nepea HCNONL30BAHWEM HILBANA CReAyeT YOAUTLCA B
HaNWYMK BCOX YHAJAHHLIX HIKE NPeAMETOB.

« MMpw NOBPEXABHHN HNK OTCYTCTBHH KaKuX-NMBO NpeaMETOs
cneayeT o0paTMTLCA K NpeAcTaBuTeNo KomnaHui Olympus
WnK 8 AaBTOPMIOBAHHLIFA CEPBUCHBIA LIeHTD.

WAAZTTTIA
- Tybyc
- UHCTpYKUMA NO axcnnyarauwi

WA47778A
- NpuwiaanemHocTs ANA 3anopHOro Kpaqa
- JTucToK C MHpOpMaUUER O AOCTYNS

3.2 Tybyc

TyGyC ABRAGTCRA IKBCTKMM MHCTPYMEHTOM. INA NnoAyueHHA
SHAOCKONWYECKOrD N30BPAKEHUA BO BPEMA NPOULAYPhI Y8pas
NPOXCHMANLHLIA KOHEL Kanana AnA Teneckona Ha Tybyce
MOXHO BEOANTL TBNECKON. JHACCKONWIBCKOS H3oOpaXKeHne
MOXXHO NPOCMATPHBATE C NOMOLLBIO ORYNAPA UK NPM
NOACOGAKHEHWN COBMECTHMON FONOBKH KaMepbl.

Yepes KaHan AnA Tenecxona Ha Tydyce MOMHO BEBOAWTL
COBMECTHMEI® XUPYPrHUECKHE HHCTPYMEHTSI.

3anopHif KpaH ANA NPOMBIBAHHA MOXHO UCTIONL30BATL

ANA KOHTPONA BXOAALWETO NOTOKA NPOMBLIBOYHON MUAKOCTH,
MHCTpYMBHTaNbHEA 3aNOPHLIA KPaH NOSBONAET KOKTPONMPORAaTL
NPOXOMAGHHE XHPYPrUHOCKUX HHCTPYMEHTOB.

HHPOpMAUNIO O COBMECTHMOCTH CM. B rnase «CoBMecTHMoe
oBopyaosaxne» Ha CTp. 49,

OLYMPUS 11
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Onucanve usnenua

Tak Kak BoINYCKHOW KaHan ANA NPOMBLIBOMHOH MUAKOCTH
OTCYTCTBYET, NPOMBIBONHARA KHAKOCTL BRIXOAHT 8 APOCBET
MEXAY MeXay TYGYCOM M UEPBHKANbHEIM KAHANOM.

2) 3anopHbiii kpaH ANA NPOMBIBAHWA
3) MppwraumoHHuIR NOPT

4) 3anopHelik KpaK ANA HHCTPYMeENTa
5) UncTpymesTanbHbii KaHan

6) Kanan reneckona

3anopHsit KpaH ANA NPOMLIBAHNA

3anopHulii KpaH ANA NPOMBIBAHKA NO3BONAET KOKTPONHPOBaTL
BXOARLWHA NOTOK NPOMBIBOMHON MAKOCTH. B 3aBHCHMOCTH

OT TPelyemMOoro BXOARILIErO NOTOKA 3aNOPHLIA KPaH AN
NPOMBLIBAHKA MOXHO OTKPLIBATL HAK 3aKPLIBATD.

3anopHLit KPaH ARA HHCTPYMEHTa

3anopHuii KpaH ANA UHCTPYMEHTA NOSBONAAT KOHTPONUPOBaTL
NPOXOMAGHHE XUPYPIMUECKNX HHCTPYMENTOB Hepes
MHCTPYMEHTaNLHbIA KaHan.

3anopHbio KpaHe MOXHO pastupars. B caywae notepu nau
NONOMKM KOMMOHBHTOB 3aMOPHEIX KPAHOB CNeAyeT SaMeHATL UX
COBMECTHMON NPUHAANSIKHOCTBIO ANA 3AMOPHOTO KPaHa.

12 OoLYMIFUS
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Onucanue nsgenun

3anoptiutit KPaH OTHPLIT

3anopHbiil KpaH 38KPRIT

3.3 MNpuHagnemHoCTL ANA 3aNOPHOro KpaHa

MPUHAANEMHOCTL ANA SANOPHORG KPAHA MOKET 3aMEHATL
coGoi SanopHLIe KpaHsl TYOyCoB B CNYYAE NOTEPU UK NONOMKK
KOMMNOHEHTOR 3aNOPHLIX KPAHOB.

OLYMPUS 13
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OnuCaHne uanenHa

HononHnTentHan wHpopMauMna NpuBeAeHa B rmase

«UndopMauua ann 3akasa= Ha cTp. 48.

YCnosun Xpasesmn

NoxaiaaeT JMEnalon
BAMHOCTR, ROSASACTENG
ROTOPOH RANNETCA GSIONACHHM
ANA MEZHLWMCROND YCTRORCTRA

YCROBHA TPAHCNIOPTHDOBKN

MNokaswBasT NPEASNM
TeMNEpATYD, BOANSHCTERHE

3.4 CumBonn
B nanHom pasaene NOACHAIOTCA BCE CHMBONLI, MEIOLLMECA Ha
UINGNHH W @0 YNAKOBKe.
Cwvaon Noncese Cumaon Noncseuns
HOMSP N0 kaTanory Hecrepunno
[Rer] AN
Kaa napvun Dﬂ Cneayer obpammuca o
@ HHCTPYXUMN NO IHCAIWATALMN
COonepWatiieecA KOMIECTEO Guapepanchui sanoH (CLLIAY
@ Rxonly | Paspewser nposaxy sroro
YCTPORCTRA TONLKO BOAHIMMU
MW N0 HATHAVEHVIO BPaNA
Npasssogrent YHASEAST HA BOSMOIKHOCTS
@ YTRMABMWNEPepatoTH
YOANOBIN MW YNAKOBONHOND
MATePMARA
Jlava w3rcTosnetma 3uan «<3anenan TouKa»
(\Mr @ 0f0INAUABT CHCTOMY ABOANHOR
YTHMIAMMN

KOTODLIX ARNASTCA GEIONACHNM
ANR MERULIMHCRONO YCTpoicTBa

™
M
Q
g

Juax ceprpmxalm CE -
CHBON COOTBOTCTRNA
vpebosatnmM dnpexmibwm No
MEAWIWHEROMY 0GOPYACBaHHIO
93/42/EEC
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OnucaHue usnenun

3.5 lapanTua

Bce npaea Ha NPeALABASHHE FAPAHTMIAHBIX PEKNAMAUMA K
Komnaxuu Olympiis yTpausealoT Cuny, 6Chu NONLIOBATEND MK
HEABTOPHIOBAHHEI® NHLIA NPEANPHHHMAIOT NONLITKK PEMOHTA
MU MOAWPHKAUMK H3AenHA. MPH HENPABHABHOK IKCNNYATALMM
M3AENKA rapaHTHA He NPeAOCTABNASTCA.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Noarorosxa

4 NoaroroBKa

4.1 Undopmauun no TexHure 6e30nacHOCTH NPU NOATOTOBKE

BHUMAHME
OnacHOCTL TPABMUPOBAHNA NALMEHTA W (W)
MOZMMHCKOND NEPCONANa
HeaocTarouHan MM HenonHan odpadoTia usaenuin MoXer
MPUBECTH K KHPHUMPOBAHMIO NAUWeHTA.
+ BuinonHATL 06paGoTky U3NeNUA NEPea NEPBLIM H KKIALIM
NOCNBAYIOWMM HCNONLIOBAHUEM.
* Jina o6paboTiu uagenuna HeoBXoauMO CNeaoBars
MHCTPYKUMAM, NPHBEABHHEIM B raBe «O6padotkas
Ha CTp. 28.
+ He wcnonb3osats usaenne, He noaeepriyroe obpaborke.
+* Mepea KDKALIM HCNONLSOBAHWEM CReRYeT NPOBEPATL
H3ZENHe, KaK JT0 ONMCaHo B paaaene «Mposepxa»
Ha ctp. 17.
» 3anpeLlaeTcA HCNONL3VBATLH NOBPENABHHOS naaenue.

OCTOPOMHO
A ONacHOCTL TPABMHPOBIHUA NAUKEHTA M NONLIOBATENA

Acnonb3oeanine NOBPEMACSHHONC HNH HENCTIPABHO

PABOTAIOWEro HAREAH MOXKET NPHBECTH K NOPENEHUIO

SNOKTPHYECKUM TOKOM, MEXAHHIECKOH TPABME, HHPEKUMK W

TEPMHMECKOH TPABME.

« Mepen KAKALIM HCTIONLIOBAHHEM HEOGXOANMO YHTATL
MHCTPYKUMK, NpHBSABHHbLIe 8 paaaene «[posepkas»

Ha cvp. 17.

* 3anpewaeTca KCNOABLIOBATL OGOPYAOBANHE, KOTOPOE
NOBPEXKAGHO, He padoTaeT AoMiHEIM 06pa3soMm, nwbo ecnu
MAapKUPOBKA HA HEM OTCYTCTBYET UMK 68 HEBOIMOMHO
npoOYMTaTH.

16
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Moaroroexa

+ 3ameHuTs 06OpyAOBaHHE, @CAH OHO NOBPENASHO, He
paboTaeT AOMKHLIM 06Pa3OM, NMOO 6CAH MAPKUPOBKA HA HEM
OTCYTCTBYET UK 8 HEBOSMOMHO NPOYNTATL.

4.2 Nposepxa

Mposepxa o6paoTin

* YBoautucAa, uTo agenue 06patoTaHo Haanealwmum oGpasom.

« TwarenbHo OCMOTPETL U3ASNKE. HapyXHbie NOBEPXHOCTH
¥aAeNHUA AOMKHE ObiTb BUIYaNbHO YHCTHIMM.

Obwian nposepua

+ Y6eamThen, HTO HA HIAeNHW:
- QTCYTCTBYIOT BMATHHB, TPELUMHBL, HIrHObl nan AedpopmMmaunn
- HeT rayGoKMX uapanwi
- HET KOPPOoann
- HOT OTCYTCTBYIOLMX WK HE3AKPENNEHHbLIX YacTen

* YOOOUTLCR B TOM, YTO BCE MAPKUPOBKH HA UIABMNUKN YETKO
BUANGL.

Jaxe H3AEGAHA MHOrOPES0BOID HCMIONL3VBAHWA UMEIOT

El orpaHuieHHeIi cpoK cymbn. PRa GaxTopos, 0fycnoBneHNLIX
OGpAOHHEM C HIENHEM, U HOKOTOPHE METOALI 06patoTHu
MOTYT CTAaTb NPHYHHOH NOBLILLIBHHOTO W3Hoca. Cpok
cnyOubl U3nenuA MOXKET SuiTb 3HAYATENLHO COoKpalleH. Npu
0GHAPYKOHVH NPUBHAKOB HIHOCA H3AGAHE CNERYET SAMEHHTL.

:
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Noaroroska

4.3 C6opKa v nogrmIoueHHe

4.3.1 C6opHa 3aN0PHBIX KPAHOS

+ Cobparb 3an0pHLIH KPaH AnA NPOMBIBAKKUA W 3aNOPHLIA KPaH
ANRA HHCTRYMEHTA.
* NpoYHO 3aKpennTL KOMNOHBHTHI 3aNOPHLIX KPAHORB A0 ynopa.

18
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MNoarotoska

4.3.2 NoacoeauHenne NPOMLIBAIOW sk TpyGuu

2. 3aKpbiTh 3aNOpHBIA KpaH ANA HHCTRYMBOHTA.
3. MNoacoeanHUTL NPOMBLIBAKNLYIO TPYOKY K HPPUrAUHOHHOMY
nopry.

4.3.3 KpennoHne yNNOTHAIOWEID XONNAUKA

» MoacoeavHnTL YNNOTHRIOWHIA Konnavok A0313 k
WHCTPYMEHTaNbHOMY KaHany.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Moarovoaka

4.3.4 BoraBa Teneckona

1. BBecTM TENECKON B KAHAN ANA TanecKona Ha Tytyce.
2. NpoasuHyTbL TENECKON A0 ynopa.
KOHTAKTHEIK WTHIPL Pa3bemMa Tenecrona AonxeH
3aPMKCHPOBATLCA C XaPaKTepPHbLIM LUENUKOM.

NoapotHan MHGOPMALMA O NOAKNMONEHHY Teneckona
COAGPIUTCA B HHCTPYKLMK NO BKCNNYATALUWA COBMECTHMBIX
TenecKonoe.

20 OLYMPUS
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Ucnonbiosanne

5 Ucnonb3oBaHHe

5.1 Undopmauuna no TexHuke 6e3onacHoCTH NpU
UCAONL3IoBAHUN

BHUMAHUE

ONAacHOCTL TPABMMPOBAHHA NALNEHTS

B xone AAUTeNbHEX NPOLSAYP COMETAHNE OTKRHITLIX

KPOBEHOCHLIX COCYA08 C ONPEABNEHHBIMK YCNIOBHAMKY JABASHNHA

MOXET NPUBECTH K NONAAAMHIO NPOMBIBOYHON YKHAKOCTH

B CHCTEMY KpOBOOGPaLLIeHMA (BLISBAB COCTORHHE BOAHOR

MHTOKCHKAUWH, HasbiBaemoe TYP-CHHAPOMOM HAKU CHHAPOMOM

rMNEPBONEMUM).

+ Npoueaypy cneayeT BLINONHATL C NPEAGALHOH
OCTOPOIHOCTLIO,

« Cnegyer BHUMATENEHO CABAWTL 38 BXOOALMM H BHIXOAALLNM
NOTOKOM XHAKOCTH, HTOOM B MOGOH MOMEHT MOXHO GbiN0
PACcNO3HATL HEXBATKY MUAKOCTA.

+ MMpu HACTYNNGHUM UPEIMEPHOR HEXBATKM IHWAKOCTH
HEOOX0AMMO PAcCMOTPETE BOIMOXKHOCTE OCTAHOBKH
AansHehwero NOCTYNAGHNA BXOAALErO NOTOKA W 38BEPLISHHA
NPOUSAYpPLI.

OCTOPOXHO
A OnacHoCTL TPABMHPOBAHHA NALHEHTA
Mpy ACCTHKEHUM TEMNEPaTYPLl NPOMBIBOYHOR XHUAKOCTH 43°C
(109°F) aoaHukaeT onacHOCTL TRABM.
* He noporpesars NPOMBIBOMHYIO MUAKOCTb 40 TeMNepaTypsl,
npesuiWaowwed Temneparypy Tena (37°C/99°F).

OCTOPOXHO

A ONacHOCTL TPABMHPOBAHMA NALHOHTS W NONL3OBATENA
CywecTeyeT onacHOCT: TPaBMHPOBAHMA NaLUMerTa U
NONL30BATENA U3-32 HEMCNPABHOCTH 0OOPYACBaHNA.
» Cneayer Bceraa UMETb B HAIMUKH PE3BPBHOS 0OOPYAOBAHNS.
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WUcnonu3oBaxue

OCTOPOMHO
A OnacHoCTL TPABMHPOBAHMA NALWENHTA

Mpu UCNONBLIOBAHHK AAHHOMO USASAKA B COMETaHWK ¢ BY-

3NEKTPOAAMH MOXKST BOSHWUKHYTL AYrOBOH PAsPAA Memay

3HAOCKONHYeCKHM aBopyaoBanuem W BY-anexTpoaom.

» Bceraa cneayer NOAAGPHUBATL PACCTORHHE MEMAY
AUCTANBHLIM KOHLOM 3HAOCKONWIECKOro 080pyAOBAaHHA W
KOHYHKOM BY-anexTpoaa, KOTOPOe YKaSaHO NPOK3BOANTENEM
BY-anextpoaa.

MHQOPMALMA O MHHUMANEHOM PaCCTORHWN CORSPIMUTCA B
. HHCTPYKUMK No axcnnyavaunwy BY-anextpoaa.

Temneparypa NosepxHOCTH M3AENMA MOXKET Npeasiwars 41°C,
HO He AoNKHA AocTHraTh 43°C.

TaK KaK BoiNYCKHOH KAHaN ANA NPOMBIBOYHON MHAKOCTH
OTCYTCTBYET, NPOMbIBOYHAN YKUAKOCTD BLIXOAUT B NPOCBET
MEXARY MOXAY TYOYCOM W UEPBHKANLHLIM KaHANOM.

i
i

5.2 BeeneHne XMPYPrUMECKHX HHCTPYMEHTOB

3aKpbITh 3aNOPHLIA KPaH ANA UHCTPYMEHTA.

BuibpaTh COBMECTUMBIH XUPYPIUMECKWA WHCTPYMEHT.

B cnyuae ucnoms3oBaHuA XUPYPIMuecKore HHCTRYMeHTa ¢
3AXBATOM SAKPLITL JAXBAT.

Beectn AHCTaNLHLIA KOHOU XMPYPIrHYECKOrD HHCTPYMEeHTa B
YNNOTHARIOWHIA KONNAYOK HA WHCTPYMEHTANLHOM KaHane.
NpoABHHYTL XHPYPrUYECKHA MHCTPYMENT 210 ynopa.
OmpPLITL 3aNOPHLIA KPaH ANA MHCTPYMENHTA.

MNpoAasurats xupypruveckui HHCTPYMENT AC TeX Nop,

ROKA HA IHAOCKONUUECKOM HIOOPAKEHNN HE NORBHTCA
AMCTanbHbIA KoHeY.

N A b=
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Nocne ucnonbsoBaHUA

6 Mocne ucnonb3oBaHuA

6.1 UsBnevuexne 1 paabopka
6.1.1 M3BNEUOHHE XHPYPIHUBCHOFO HHCTPYMEHTA
1. B cnyyae ncnonb3oBaHWA XHPYPrudecKoro HHCTpyMeHTa ¢
$axXBaTOM 3aKpLITL 3axear.
2. Wsaneub XupypruvecKnii HHCTPYMOHT,
3. 3aKpbiTb 3aNOpPHBIA KPaH ANA HHCTPYMOHTA.
6.1.2 Orcoennnenne TyGyca

1. 3aKpbiTb 3aNOPHLIA KPaH ANA NPOMLIBAHHA,

e

2. Wseneun T@neckon.
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MNMocne HcnonL3oBaHKA

\

AN

3. OTcoeAHHUTL NPOMBIBAIOWY!IO TPYOKY.

4. CHATb YNNOTHARIOLMA KONNAYOK.
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Mocne ucnonbsosaHns

6.1.3 Pa36opna 3anopHeiX HPaHoB

KpaH ANR MHCTPYMEHTA.
6.2 Noarorosxa K o6paboTie Ha MeCTe NPHMEeHEHHA

BHUMAHUE

A OnacHOCTs TPABMMPOBAHKA NAUHEHTA W (HAK)
MEJIMUMHCKONO fiepcoHana
ECAK HHCTPYMEHTH! OCTAIOTCA B CYXOM COCTORHHM ANUTENbHLIR
NepPUOA BPOMOHH, KDYNHLIG OTXOALI MOTYT NPHCOXHYTL K
HHCTPYM@HTY, B pesynbrate 4ero o0pasyloTcA Teepane
OTNOMKEHWUA, KOTOPbLIe TPYAHO YARNUTL.
* He OCTaBNATL HCNONLIOBAHMBIE MHCTPYMBHTH HA HOMBL AC

o6paboTtku.
* (posoavTs 06pabOTKY H3AGNANA CPA3Y NOCNE HCNONLIOBAHKA.
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Mocne nenonb3oeaHuA

Cpasy nocne HenoNe30BaHNHN

1.

2.
3.

Cpady NOCNe NCNOALIOBAHKA NOANOTOBKTS HHCTPYMEHTH
MHOrOPAa3soBOro MCNOAL3OBAHKA ANR NOCNAAYIOWICH
00patoTin B COOTBRTCTBMM C ONHCAHKEM, NPHBEASHHLIM B
3TOM pasgene.

YA2NuTL KPYNHLIE OTXOAbI C HHCTPYMEHTOS, NPOTepss 1x
ROAXOAALIGH OAHOPA30BOH TRAHLIO 603 BOPCAa MK ryOKO#.
NepeHecTh usaenue B 30Hy oBpadoTKw.

6.2.1 TpancnopTHPOBKA B 30HY 06paboTrM

BHUMAHMKE

ONacHOCTL TPABMMPOBAHHA NAUMGHTE W (HNK)
MEAHMUMHCKOTO NepcoHana

HenoAXOAALUNE MOIOWINE HAW ASIHHOHUMDYIOWWe CpeacTBa
MOTYT NPHBECTH K OTROXEHNIO BENKa HA UATeNHN.

» Komnauua Clympus pexomerayet 8o3Bpalate #aaenwe ¢

MECTa &0 NPHMBHEHNA B 30HY 06PAGOTKM B CYXOM COCTORHKM,
yTobn uatemars oTnoKeHHA Genka noa Bo3neRCTRHEM

HEKOTOPLIX MOKOUMX WKW AS3HHOHUMPYIOWNX CPEACTE.

TpancnopTHPOSKA B CYXOM COCTONHWH

1.

2.

1.

NpuHATL MePLL, YTOGH! KPYNHLIG 3ArPASHEHUA He SACOXAN.
Ha BpemA NepesoakK NOMECTUTL HIAONWE B KOHTRHHED,
TG M3GEKATL BOSMOHOTO HHOHLMPOBAHHR
OKpPYXaoWeH Cpean UM NepcoHana.

Obpaborats uanenve 8 COOTBETCTBUN C YKA3AHHAMM,
U3NOMEHHEIMK B NAHHOM AOKYMEHTE.

PTHPOBKA BO SAAMHOM COCTOAHWM
NpuHATL MePh, NTOOLI MOIOLLIME HAK ABSHHPULMDYIOLLHWE
CPeACTBA HE BLISLIBANKY OTACKEHHA GenKa.
Ha BpemMA NEPesoakn NOMECTHTL HAABNWE B KOHTERNep,
yToOb1 H3GEMATDH BOIMOMHOTO HHPUUNPOBEHUA
OKPY)KAIOWeH CPeAbl AW Nepcoxana.
O06paborats nynenve B COOTBETCTBHK C YKA3aHUAMM,
HINKEHHBIMK B JAHHOM AOKYMEHTe.

———————
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Mocne nenonbLaoeaHun

YBENOMNEHHE

OnacHoCTh NOBPSNMAGHHA HARCNHA

ECNH MHCTPYME@HTH CONPMKACAIOTCA APYr C APYFOM NPH

06paboTRe, TPAHCNOPTUPOBKE HAW XPaHBHWH, BOIMOMHO HX

noapemasHne.

» Uaberats cONpUKacaHuA MHCTPYMOHTOB APYT ¢ APYFroM NPH
o6paboTke, TPAHCNOPTUPOBKE HAN XPAHEHWH.

:
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O6padotka

7 O6paboTtka

7.1 Undopmaunn no TexHuKke GesonacHocTH npu obpaboTie

BHUMAHMUE

OnacHOCTb TPABMMPOBAHKA NauMeHTa W (UK}

MEANLIMHCKONO nepconana

HenpasunkHana uu HeNonHan o6patorka MOXMET NPHBEeCTH

K WHOHUMPOBEHNHIO NAUMSHTA W MEAWLIMHCKOIO NepCoHana, a

TAKKE K NOBPENACHWO HIASNHA.

» BuinonHATs a6paGoTiy HSAenNHA NepeA NEPBLIM U KAXKABIM
NOCNBAYIOWNM HCNONLIOBAHKENM.

 BuinonHATe 08patoTky H346NNA B COOTBETCTBHM C YHASAHUAMM,
USNOYKEHHBLIMH B 3TOW rnase.

* HcnonesoBare TONbKO MBTOAL 06paBoTKK, paspelenHbie AnA
RAHHOTO U3NENHA.

BHMMAHME

ONacHOCTL TPABMHPOBAHHA MEANUKHCKOTO NEPCOHANA

Omxoab TKaHeH NaunweHTa ¥ 00padaruBaIOLIME XHMHUKATEI

ABNAIOTCA ONACHHIMH. ECNU OHW BCTYNAT B KOHTAKT C

HESAWMHLLIGHHLIMK YHACTKAMH KOXM, CYLECTBYET 0ONacHoCTL

MHDEKLMK UAK PASAPAINEHHUA KON,

* B COOTBOTCTEBUHU C NPHMEHUMbIMK MECTHEIMK HOPMaTMBAMM
HCRIONLIOBATD HHAWBUAYANLHLIE CPEACTBA 3R, YTOOH
3aLUMTUTL CEOA OT ONACHLIX XHMHKATOS H NOTEHUKANLHO
HHOEKLMOHHOrO Marepvana.

* MMpn OMKCTKE U DO3UHPEKLNW MNK CTEPHAUSALMA NOMbLIOBATLCA
NOAXOAALMMY HHAMBHAYANLHLIMW CPEACTBAMK 3ALUNTLI,
HANPUMEP, ONKAMH, MACKOH, BRArOHENPOHHUABMON 0ASNAO0H
¥ XHWMHHECKN CTOMIVMMM NSPUATKAMM, NOAXOAALINMA
NO PasMepy W AOCTETONHO ANMHHLIMH, YTOOL KOXA He
ocTaBanach HesawnueHHoNu.

BHUMAHUE

OnacHOCTL TPABMHPOBARKA NALWSHTA

Ecnu 3anopHbie KpaHbl e Gbinu pasobpaHsl nepesn OYHCTKON W
nesundexunei, ux Hagnenaman obpadorka Gyaer HeBoSMOKHA.
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Ob6paborka

*» Mepen ONHCTROA 1 Ae3nHperuned pasobpars 3anopHbie KpaHu
COFNACHO ONMCAHMIO B ASHHON HHCTPYKUMM NO SXCNAYaTAUNM.

BHUMAHUE
A ONAcHOCTS TPABMUPOBANNA NAUMESHTA MAK MOANUWHCKOND
nepcoHana
OcratouHan BoAa MOXET NOBNMATL Ha NPOLECC CTEPUANALIUK
rasoM M NPMBECTH K HOYAOBNETEOPHTENLHOR 00paboTie.
» TWATENbHO ONUCTUTE # BLICYLIMTD HHCTPYMENHT NePea rasoson
cTepUnU3IaUnei.

7.2 O6wan nndpopmaunn no obpaborTre

CORSPISHHO HORSIO HHCTPYMSHTH

» OBpalLATLCR & COBSPLUSHHO HOBLIMM MHCTPYMEHTAMM Tax, KaK
€ YE HCNONBL3OBAHHLIMM.

» COBEPLUGHHO HOBLIG HHCTPYMEHTH AOKHE SbiTb
NOABEPrHYTH NONHOMY Uiy 00PABGOTKN.

Linkn obpadoTin

* BuinonHaTL 06paboTKy HAOGAURA B COOTBETCTBUM C ynasanumu.
H3NOXEHHLIMK B JIT0i rnase.

* YToBhi CBECTH K MHHHMYMY PHCK 3aPR)KEHHA NAUNBHTOB,
NONL3IOBATENSH WY TPOTLHX AU, HIABNKE AONKHO
noasepratben 06padoTke nepen KAKAKM UCNONLIOBAHAEM.

+ 3a MHPOPMaLHEH O MECTHBIX CTaHAAPTAX ¥ NPaBUAAX
05PAATLCA K MECTHOMY YRONHOMOYSHHOMY NO BONPOCaM
FUrHeHbLI.
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Obpaborka

Pyusan HNK aBTOMATHUYSCHAA QUHCTKS

B uenom AaHHOe UINBNHE MOXKHO C YAOBNETBOPUTEALHBIMM
pesynsratami NOABEPraTte PyYHOH HAKM ABTOMATUHECKONA
ouncTke. MeToabl py4HOR OWHCTKH CBA3aHLI ¢ ONACHOCTLIO
WHOKUKH ANA NEPCOHANA, OTBETCTBEHHOMD 3a 00padoTKy.
ABTOMATHYECKHE METOALI CHIXKRIOT 3TY ONACHOCTL W
06eCcneYnBaloT NPBMMYLIECTBA CTAHAAPTHSOBAHHBIX,
BOCNPOUIBOAMMbIX NPOUAYP, W NPOLSAYP, NPOWSALLINX
sanuaaumio. Moatomy pupma Olympus pexomMeHayer no
BO3MOMHOCTA NPUMOHATL ABTOMATUNECKME METOAL OMUCTKH.

ATTecTauMA no 3$PeKTHEHOCTH

ATTECTaUMA NO IGPENTHBHOCTH O3HANABT, YTO IPPEKTUBHOCTL
METOAA MW CPACTBA aTTeCTO8aHa ANA 0BPABOTKH AGHHOM
M3NENHA, ONHCAHHOW B AAHHOM JIOKYMEHTE.

ATTecCTauMA MO COBMOCTHMOCTH MATSPHANOS

ATTECTauUmMA NO COBMECTUMOCTHA MaTEPMANOB OSHAYAET, YTO
COTNACHO COBPEMEBHHOMY YPOBHIO JHAHMA METOA WM CPeACTBO
06paboTKH HEe OKA3LIBAET OTPHUATENLHOrO BO3AGHCTBMA Ha
MaTepUantl UM ICNNYaTAUMOHHEE KAUOCTBA HANBAWA.
ATTECTaLMA NO COBMECTHMOCTH MBTePHAN0B HE O3HAYABT, YTO
rapaHTHPOBaHa MUKPOGHONOTMYECKAR PPEKTUBHOCTD.

CosuecTMeie MoTOAM ofpatoTin (cornacuo ISO 17664)
Yxazantpie 8 Tabnmue metroas obpabonu npusHaHo
MHKPOGHONOrMUYECKN IPPEKTHBHLIMK W/HNK NOATBEPKASHA

HX COBMECTHMOCTb C MATEPHANAMK ANA AAHHOMD H3AGAUA.
MoapobHan MHGOPMALMR NO NPOBEPEHHLIM METoAaM 06patoTKM
npueegeHa B Tabnuue Hwxe.

++ Meroa, AnA KOTOPOro NOATESPIKASHA.
MHUKPOGHONOrMMECKAA 3PPEKTHBHOCTL/2PPEKTUBHOCTD
OMUCTHH W NPOBEPEHA COBMECTHMOCTL ¢ MartepHanami

+ MeToa, ANA KOTOPOrD NPOBEPEHA COBMECTHMOCTL C
Marepuanamu

- HecoamecTum
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Qbpaborka

0 3a AononHNTeNnsHON HHGPMaUUen cneayeT oOPALLATLCA
K MBCTHOMY NpeacTasHTenio Komnasuy Olympus.
# He npoeepAnoch
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Npouecc Bee mageann,
YHAZEHNHLE
B RHHOM
AOKyMeNHTS
Moaroroska 1a P Baaronid
MECTE NPHMEHEHUA Cyxoét .
Obessapansaanne | Maarovosna Bubop B
COOTRATCTIM C
NPOUCAYDI
OUMCTIH W
RMHDONUN
OnuNcTHa Bpyunyo Ynetpasay- .
KOBRA
Wienowroe
MoKILse *
CPOACTEO
Kncnothoe
MOjouiss #
CPUACTBD
HeftpansHoe
MOKOWGe -+
CPRACTRD
Mexavnsmposasnan | Lienowoe
Moo >
CPeACTED
Kncnovwoe
MOOLSe 1]
cpencTen
Hefitpanuios
MOIOUIS +
CPOACTRO
Mpomuiesa +*
Deamperamn BpyuHyo ++
MexaHINPOBANNAR | XnMuieckan ]
TepMwieckan ++
Cyuma (cyxofi map) | T, 95°C {203°F)
(manc.
10 MuH.)
OéenynnesHue
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Obpaborka

flpousce Bos NA0WN,
YHAIAHHLIS
& ABHHOM
AoKyMeHTe
Crepmmuzaumn Naposan B anToknane
(NPEDNONTUTE M i {npeasapurenshoe -
MET0R) BAKYYNHDOBAHNS)
HHaKOTeMNOPATYPHEA: M
nap v PopManmaeMA
Snunenoncua #
FasonnasweesiHan STERRAD® 1008 -~
STERRAD® NX™/
100NX™ -

m MoBbIISHHBLIA HIHOC

Hexotopbie MeroaLl 06patoTky MOryT CTaTe NPUIMHOR
ROBLIWGHHOIO HW3HOCA WAAGNMA.

* [Mepea WCNOABL3OBAHWEM TWATENLHO NPOBEPHTL HIAGANWA Ha

cneabl HsHoca.

LileTa ANA MHCTHM
B npuBaexMbIX HHKE HHCTRYKUWAX No 0GpatoTke KOMNaHKA
Olympus HCNoNb3yeT TEPMWHLL «NOAXOARLLIARA LUISTKA» W
«NOAXOAAWIAA WOTKA ANA YHCTKH NOBEPXHOCTEH» . Buibpats
NOAXOAALYIO WETKY/WIETKY ANR UMCTKH NOBEPXHOCTEH, UCXORA
H3 CMEAYIOLIMX CBEABHHA.
- AnameTp WeTKH ACMKEH GuiTb HE MEHBbLLE ANaMeTpa

OUMLLIABMON BHYTPOHHEH NGROCTH,

- LiieTrHrn weTkK A0MKHB GbiTh BLITRHYTEI HA BCIO ANUHY U
KOHTAKTMPOBATL C NOBOPXHOCTLIC BHYTPEHHEH NONOCTA.

« LLleTka ZOMNKHA C NEIKOCTLIO BXOANTL B WHCTPYMEHT M
U3B/IEKATLCR K3 HErO.
- LLlemka aomkHa Bbith noO KpailHei mepe Ha 50 MM annHHee
NONOCTU WHCTPYMOHTA.
- [lnA nonoCTeH KOHWHGCKOW HAK HENPABHNBHOW GOPMBLI MOTYT
nNoTpeGoBaTLCA PANUMHBLIE WETKW C PA3HLIM AXAMETPOM.

- Llletka anA 4MCTKW NOBEPXHOCTEN NPeAHAsSHaYeHA TONLKO ANA
HapYXHLIX NOR@PXHOCTENR.
+ He “cnonkb308aTh WETKY ANA YHCTKM NONOCTEN C Henbio
OMUCTKH NOBEPXHOCTEM.
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Obpaborka

* 3anpewaercA NONL30BATLCA WETKOH C METATMYECKOMR
MAM APYroro TMNA WETHHOW, KOTOPan MOXET Nouapanars W
NOBPBAUTL HHCTPYMBHT.

+ CneayeT NONLIOBATLCR TONBKO LUGTKAMM, KOTOPLIE
npeaHasHa4eHsl NPOU3BoANTeNeM AN obpadoriu
MEAHLIMHCKOFO 080pYA0BAHMKA.

Pasmepbl K3eNHA CM. B pasaene «Pasmepsl anA 06padoTku»
Ha ctp. 51.

. MHCTPYRUIMA NO HCNONGIOBAHMIO MOIOIMX CPOACTR
» Bce NOMNOHEHTH! HAASAKA AOMKHE GBITh NONHOCTBLIO
NOPYMEHE! B MOIOWEe CPeACTEO.

» Buiparh BpeMA NOTPYXOHUA M KOHUSHTPaUMIO PACTBOPA B
COOTBETCTEWH C HHCTPYKLMAMM NPOU3BOANTENA MOIOWEro
cpeacrtaa.

« Cnepyst ofecneunTs OTCYTCTEHE NY3LIPLKOB BOSAYXA.

7.3 Pyunan OuKCTKA
7.3.1 Undopmauma no TexnuKe 6630NACHOCTH NPH PYMHOA OUNCTHE

BHUMAHHUE

ONacHOCTL TPABMHPOBAHKA NALHENTa W (NK)
MEQHUWHCHOIO NepcoKana

Mpy HCNONLSOBaHKUK HENOAXOARLWMX MOIOWKX CPEACTE
BO3HHKAET ONACHOCTL BOSHUKHOBOHWA MHPEKLWN.

* Hcnonb3oBarh TONLKO MOKXLKE CPEACTBA, paspelleHHbie AnA
. DAHHOTO H3ALNHA.

OCTOPOHO
A ONacHOCTL TPAEMWPOBANHA NALMEHTE H (UANW)
MOLHUMHCKOTO NepcoHana
Ecnit MowLLEe CPEACTBO NPHBOAKT K OTONEHHIO fenka Ha
H3AENHH, BOSMOXHO CHIKEHHE IPPEKTHBHOCTH CHHCTKM.
* UaberaTb oTnOKeHHA GenKa noA AeHCTBUEM npoluecca
00paboTKH A0 UM B XOAE OYUCTKM.

34 OLYMPUS
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Obpaborka

YBEQOMNEHUE

ONacHOCTs NOSPEMABHUN HINSAHA

HecoBmeCcTUMBIS MOIOLING CPEACTBA MOTYT CYLLECTBEHHO

NOBPEAMTL JHAOCKONbB ¥ NPUHAANEIKHOCTU NPOUSBOACTEA

Komnanuu Olympus.

» Kcnonb30eaTb TONBKO NPOBEPEHHBIG M ATTECTOBAHHLIe
pacrtsopsl (Hanpumep, FDA, DGHM nnu apyro# noaoGHoH
OpraHn3auneit), CepTHPUUMPOBAHHEIS UX NPOUSBOANTENAMMU
KaK 6e30NacHLIe ANA CUWCTKH U KEINHPEKLWN
AMOOCKONKYECKHX HHCTPYMEHTOB.

+ Bufpars BPOMA NOFPYIKEHUA H KOHUBHTPAUMIO pacTBEopa 8
COOTBETCTBHH C MHCTPYKUMAMMW NPOH3BOAWTENA MOIOLLIEro
cpeacrsa.

YBEROMIEHME

OnacHOCUTe NOSPOMAGHNA HINENTHA

Motowmre CpeacTEa MOTYT COLOPKATL PASAHYHLIG arPRCCHBHLIS

COBAWHEHHA, KOTOPBIE MOTYT NOBPEAUTL H3RBNHE.

o [nA yaaneHKA OCTATROB TWATENLHO NPOMLITL Hagenwe
DEHOHUSWPOBAHHOM BOAOW TaK, KaK 3TO ONMHCAHO
NPOU3BOAMTENEM MOIOUIETO CPeACTBA.

« He ucnonb3osath ANk NPOMBLIBKM BOZONPOBOANYIO BOAY, TaK
KaK OHa MOMOT ObiTb XI0pUPOBaNa.

7.3.2 Mpoueaypa pyUHOH OUHCTHN

PaspewsasTca pyuHan OuMCTKa K3LeNKA C MCNONLSOBAHWEM
CNeAYIOWMX MOIOWMX CPRACTB:
- DEpMBHTHOS MOIOLee CPeAaCTBO:
Neodisher MediZym 0,5% npoussogcrea Chemische Fabrik Dr.
Weigert GmbH und Co. KG.
- WWenouHoe MoiOWLGe CPeACTBO:
Neadisher MediClean forte 2% npouasoactsa Chemische
Fabrik Dr. Weigert GmbH und Co. KG

:
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Obpadorka

1. Pasofpark 3anopHuii KpaH ANA NPOMBLIBANKA W 3aNOPHLIA
KpaH ANA HHCTPYMBHTA.

2. Norpysute Wanenke B GEPMEHTHOS MOKLLIES CPBACTBO KaK
MUHAMYM Ha 20 MHH.

3. He menree 10 pas TILATENLHO NPOMULITL H3AENHE U
BCE NPOMEXYTKH K NPOCBATH PEPMOHTHLEIM MOIOLLIUM
CPEACTBOM G NOMOWbIO LINPHUA 0GBEMOM He Méxee 10 mn.

4. TwatenbHo OHHCTHTL BOE NPOMENYTKH U NPOCBeTH
+e meHee 10 pa3 noaxoARLLEH WETKOH ANA YHCTKH
NOBEPXHOCTeN.

5. TwarenbHo NPOMLITL BCE NA3kl M MONOCTH CBEXHM
POPMBHTHLIM MOIOLLIKM CPEACTBOM MHUHWMYM 10 pas C
NOMOLILIO WNPULA 06BLEMOM HE MeHee 10 mn.

6. MorpysuTs u3AeNKHe B WENOUHOe MOIOLLeE CPEACTRBO 1
NOABEPrHYTHL YNbTPA3syKoBOH 0OpaBoTie B TRUBHHE He
meHae 15 MuH.
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Obpaborka

7. TwarensHo NPOMBITL H3AENHE ABUOHIUPOBAHHON BOAOH
€ NOMOWIBLIO OHUCTHTENBHOID NUCTONETA WKW APYroro
YCTPOHCTBA ANA NPOMBIBKM.
OUUCTUTENLHLIN NUCTONET KK APYTOe YCTPORCTEO
ANR NPOMBIBKM A0MKHE OhiTh NPUIOAHBI VTR OMHCTKK
MEAMUMHCKOro obopyaosanma W obecneuvsarh sasneHue
MuHusaym 1 Bap (14,5 psi).

8. BouiCywHTb M3AGNKE.

. 7.4 Pyurian pesundexumnn
7.4.1 UNGOPMBUMA NO TEXHMKE 5830NaCHOCTH NPH PYHHON 163HNGORUNM

YBEQOMITEHUE

ONacHOCTL NOBPONMILHHA HIRSANN

HecoBmecTUMbIe ACMHPHLMPYIOWME CPEACTBA MOTYT

CYWOCTBSHHO NOBPEAMTE SHAOCKONE H NPHHAANEIKHOCTH

nponIsoacTea Komnaxuu Olympus.

* KCNonb3oBaTe TONEKO NPOBEPEHHLIE W ATTECTOBAHHLIE
pacreopt (Hanpumep, FDA, DGHM wnu gpyroi noaoGHoi
OpPraH13auMen), CoPTHOMUUPOBAHNLIE WX NMPOUIBOAHTENAMKY
KaK 6e30NacCHLIe ANA OYHCTKN M AGIUNPEKUMH
SHAOCKONKYSCKHX MHCTPYMEHTOS.

+ Bufparth BpeMA NOTPYIKEHMA M KOHUBHTPaUWo pacreopa
B COOTBETCTBUW C HHCTPYKUMAMK NPOHIBOAHTONA
ASIMHPUUMPYIOWero CpeacTea.

YBEAOMNEHUE

OnacHoCTs NOBPENASHHUA HIRGNNA

JesnHduunpyioume pacteopst MAKH BOAOPOBOAHAA BOAA MOTYT

COAGPIKATL PAINUUHLIE ATPECCHEHLIE COOAUNSHNA, KOTOPLIE

MOTYT NOBPEAUTL M3ABAKE.

* flnA yaanexnA OCTATKOB TWATENLHO NPOMEITE H3Aenne
CTEPUALHOH BOAOK.

» He ucnonbaosarts AnA NPOMBLIBKK BOACNPOBOANYIO BOAY, TaK
KAK OHa MOKeT BuiTh XNnopHposaHa.

:
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Oé6paborka

7.4.2 NMponsapiTensHOS YCNOENS NPORGASHHA PYHHON AeIMHIONUNNK

MNepea ASMHPEKUKSH HIASAHE HYIKHO TILATONLHO DMUCTUTE,
TwarensHas OUHCTKA yAANAST MUKPOOPTaHNaIMB! 1
OopraHniecKue mMarepuantl, ECAn He yAaNnuTL OPraHnYecKue
Marepuansl, T0 3pPeKTUBHOCTL NPOUSCCa AB3UHGEKUMH
CHHIKABTCA.
* Yyobul HE NOBPBAKTL M36IHE, PEHOMEHAYESTCA MCNONL30BATL
ANA MaHHMYRAUWH C NOFPYMEHHLIM H3ZGNHEM HMSIOWHECH
8 NPOADKE 3aXBATHIBAIOLIME LMNUL ¢ OOPESHHEHHBIMA
Gpanwamu.
» [lepmars nanenwe 3a ero OCHOBHYIO HaCTb.

7.4.3 Nipoueaypa pyuHoH Aesunderumnn

1. Pa3oBpars 3an0pHLIF KpaH ANA NPOMBIBAHHA W SANOPHLIW
KPaH ANA UHCTRYMEeHTA.
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Otpaborra

eN o0 AL

MonHocTuio NOrpysnTs uanenue B pacraop Cidex OPA®
NpoK3IBOACTRA KOMNAaHWM Johnson & Johnson B Teuexue

He mexee 12 MnHyT npu 20°C {88°F) unu auiwe Takum
06pasom, YTOBH 3anNONHKTL BCE NPOCBETHI M YCTRAHUTL BCE
BOSAYLIHLIO NONOCTH.

AlocTate nanenve us pacrsopa.

TuiarensHo NPOMLITL M3AGNKE, NONHOCTLIO NOFPY3Ve ero B
Gonbwoi odbem {oxono 8 n ) crepunbHOA BOALI.
MONHOCTLIO NOMPY3HTL UASNHE HE MOHEE YOM HA 1 MUHYTY.
MpombiTe BCE NONOCTH GONBIWNM KOMUYECTEOM (HE MeHee
100 Mn) BOAN ANA NPOMLIBHA.

JocTaTh H3AenNue U BLINKMTL BOAY ANA NPOMBIBKH.

Urobel yARNHTL OCTATKH AS3HHGULMPYIOLLErO CpeacTaa,
NOBTOPHTL NPOLBAYPY NPOMLIBAHNA B GONBLLLIOM KONUUECTEE
csexein soaw ewe 2 pasa (Bcero 3 NPOMLIBAHKA).

Mpy KaXKAOH NPOMBIBKE HCNONLIOBATL CBEXKHE NOPUNM
BOAK!.

Buicyiunts Hapenve.

7.5 ABTOMATHUECHAR OMNHCTHA W TEPpMWUECKan AesHPerLnA

CooTBEeTCTRYIOWMA MOSUNLIH ANNBPAT/AGIHHGPSKTOP C
NPOTrPAMMANMN TEPMHUSCHON Ae3nHdeNRUUM
* MCNons308aTh TONLKO MOBYHLIA annapar/AesHHeKTop ¢

NPOrpaMMamMH TEPMUHECKON ASMHPEKRUMK, CREUMANbHO
NPeAHASHAYSHHBIMH NPOKIBOAUTENEM ANA OUHCTKK

W AIUHPEKLUH MEAHLMHCKMX MHCTDYMEHTOB M
NPYHAANEMHOCTEH MHOrOKPaTHOIO NONLIOBAHMA.

* MCnonb3oearth TONBKO MOSMHLIN annapar/aesuHEKTop

C NPOrPaMMamMK TEPMHYSCKOR ASSHHOEKLIMK,
COOTEETCTBYIOLUMMH MENYHAPOAHOMY CTAHAAPTY COpHN
ISO 15883.

» Cneayet 0OpaTUTLCA K MHCTPYKUMM N0 3KCNAYATALMK

MOEWYHOTO annapara/aeaurdexropa.

* [1nn aBTOMATHHECKOM OUHCTKH WCNOABIDBATH WENOYHOS

MOIOLLIOE CPRACTBO.
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Moroue CpeacTsa, HCNIONMbIYEMLIS NPH ABTOMATHUECKOH

OUHCTHE

* Kcnonub3osarte TONLKO MOIOLLME CPBACTBA, PAspPeweHHbIe ANA
ARHHONO U3NSNHA.

» Bubparbh BPEMA NOTPYXEHHA M KOHLEHTPAIMIO PAcTBOpa B
COOTBETCTBHHA C MHCTPYKLUAMKW NPOUIBOANTENA MOIOWEro
cpeacrea.

Pa3spelwuaeTch ABTOMATHHOCKAR OUHCTKA HIASNKMA C
HCRONLIOBAHHEM CNEAYIOUIMX MOIOLIMX CPeACTS:
- Neodisher MediClean forte nponssoactaa Chemische Fabrik
Dr. Weigert GmbH und Ca. KG
- 0,5% pacreop
- Neodisher Z nponasoactea Chemische Fabrik
Or. Weigert GmbH & Co. KG
- 0,1% pacteop.
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Q6padorka

7.5.1 NoQroToBKa K ARTOMATHYECKON OUNCTKE U TOPMUYBCKON
AesundenUHn

KpaH AANA KHCTPYMBHTa,

2. lMoMecTUTb KOMMNOHeHTH 3aANOPHLIX KPAHOB B
HHCTPYMEHTANbHYIO KOP3HHY ANA MENKKX NPeAMeTos.

3. Y6eauTbeCR, YTO MHCTPYMEHTH PAIMELIeHD! 8 MOBYHOM
annapara/AeanHPeKTope Tarum oBpasom, HTobhl ux
MOMHO 6bIN0 COOTBETCTBYIOLUMM OBPA3OM OUHCTUTL W
ASUHPHLNPOBATE.

4. He Aonyckate NEPBrPy3KK MOBUHOrD annapara/
AesuH@exTopa,

KOMNOHEHTHI 3anOpHLIX KPAHOB MOTYT NOTEPATLCA UMK
CNOMAaTLECA, ecnn obpabaTtuisarb ux 6e3 ucnonbsoBaHus
HHCTPYMEHTaNLHOK KOPAUHBI ANA MENKKX NPeaMEeTOB.

jte
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Obpatortka

7.5.2 Bubop nporpamm

OCTOPOMHO
A OnNacHOCTL TPABMHPOBAHHA NAUWOHTa

BuiCOKMe HAYANLHLIS TEMNEPaTYPHl BO BPEMA ABTOMATHYECKOH

OMUCTHM U TEPMHYSCKON AOIHHPEKLIMH MOTYT NPHBECTH K

TEPMHYECKOH KoarynRAauun 6enkos.

+ IMepBoHauanbHLA NPYUTOK BOAK B MOGUHOM annapare/
AGIMHPEKTOPE BO BPEMA ABTOMATHYECKON OUUCTI! U
TEPMHYECKOH ASSMHPEKLNN AONEH HMETL HUSKYIO
Temnepatypy (<20°C), urobel He NPOK3OLINA TEPMHUMECKaA
Koarynauwn GenKos.

Bubpate nporpaMMy, COOTBETCTBYIOLLYIO CNSAYIOLIMM

XapaKTepHCTHKAM:

- MNporpammHoe ofecneysHne ADIVKHO AOCTHIATL SHAYeHHUA AQ
NC MeHLIWEH Mepe B 3.000 eanHnL.

- Temnepatypa NepBOHAYANLHO NOCTYNAIOLLSH BOAN HE A0MKHA
npesbiwars 20°C.

- BO Bpema OYHCTKM TemMNeparypa He AO/PKHE NPeBLIWaT
55°C.

+ He MCNONL3IOBATL NPOrPaAMMb! ¢ BLICOKHMW HAUANbHBIMK
Temneparypamu (Hanpumep, 93°C), NOCKOAbKY ITO BLISLIBAET
omoxeHKe Genxa.

+ MNporpamMma He A0MKHA NPEAYCMATPHBATL POIKUX HIMEHEHWA
Temneparyph.

7.5.3 MNocne aBTOMATHHECKONA OUHCTKH H TEPMHUSCHON Je3WHPERLINM

1. WU3sneub BCe 4aCTH H3AEGNWA 1S MOSYHOO annapara/
RE3MHPBKTOPA NOCNE OKOHYAHUA ABTOMATHHECKOR
nPousAypbl, 4To6bl NPEACTBPATHTL KOPPOSHIO.

2. Heobxoanmo co8noAaTb OCTOPOMHOCTE, TAK KaK AeTanu
MHCTPYMEHTOB MOryT GiTh FOPAYHMA.

3. ECNu HHCTPYMOHTEI BNXKHLIE, BHICYLUMTD MX.
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7.6 O6wian HPOPMALMA NO CTEPUANIALMH

MpenBapHTeRLHOe YCROBME ANA NPOSSAGHNHA CTOPHAKIALUMM
Mepea CTEPHAKIALNEH HARBNNE HYIKHO TILATENLHO

OUNCTHTE. TILATENLHAR OMMCTKA YAANAST MUKPOOPTaHUIME! Y
opraHWueciue Marepuansl. ECAnW He YRANWUTL OpPraHMMecKHe
BOWECTBA, TO 3PPEKTHBHOCTL NPOUECCA CTEPHAKIALNH
CHIWKABTCA. MocNs OUHCTHM TILATENBHO BhICYLLUTE MHCTPYMEHNT.

Cpoit XPaHEHHMA CTOPHUNNIOBAHHBIX HHCTPYMEHTOR

. CpoK XpaHeHHA CTEPUNANIOBANHLIX HHCTDYMEHTOB 3aBUCHT OT
THNA YNAKOBKH W YCNOBWA xpanexun. Heobxoaumo cneaosarn
06WerocyAapCTBEHHBIM U MECTHBIM 3aKOHaM W NPOANUCAHWAM.

MPHHAANEHHOCTH ARA CTOPHUNHIALMN

HUenonb3oBAaTE TONBKO TE NPUHAANEKHOCTH ANA CTEPHUNMSALIMK,
KOTOPLI® PAIPELIEHH K HCNOABLSOBAHMIO MECTHHIMM BNACTAMM
¥ NPOLLAM BANKAAUMIO ANA NPHMEHOHKA B Npoueccax
CTEPHAHSAUNN HSAENHA,
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O6paborka

7.7 NMapoean CTePHANIAUNA

Noarorosxa TySyca X NapoBOH CTEPHANSALMN

ANA KHCTPYMEHTA.

2. TpouHo 3aKpenuTL KOMNOHEHTH 3aNOPHLIX KPAHOB A0
ynopa.

3. 3aneuarars u3genue B NPUro4HON ANA NAPOBOH
CTEPUNK3AUMK YNAKOBKE COMNACHD MBCTHBIM NPEANHCAHUAM
¥ NPaBHAAM MEAMLIMHCKOTO YYPSMAGHHA.

Ycnosun naposon crepuansaumu

Maposan cTepuAMSaUMA HIACAKA pAIPEWIeH] C
PPaKUMOHHPOBAHHBLIM NPEABAPUTENBHBIM BAKYYMHPOBAHHEM
npu 132°C B TB4EHHUE 3 MUH.

Apyrue Bo3MOMHbLIE YCAOBUA NAPOBOA CTEPUNHIAUMM:
Temnepatypa................. ot 132 a0 136°C (or 269,6 a0 276,8°F)
BPOMA BEIABPMKMN. .....c..cccmcmrcasnisncessssnnsesesssssasnsassnes
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O6patoTtka

Mnu

TEMNGPATYPA....cmsrericeesnsmiaisecsniassssassiiassssnmnssasanas 135°C (275°F)
BpemA BLIABPIKKW.. 20 mun
MNpoueaypa NapoRsoi CTEPUNNIAUUH

Ann naposoit crepunusaumn pupma Olympus pekoMeHAyeT

NPOAOMKHTONLHOCTL CYLIKK He MeHee 15-30 MuHyT.

+ BuiGpars COOTBETCTBYIOLLYIO NPOAOMKHTENLHOCTL CYLUKK B
3aBUCUMOCTH OT HCNONL3YEMOro aBTOKNABa.

¢ Undopmaumra COACPIKHTCA B HHCTPYKLMK NO 3KCNNyaTaUMK
asroxnaea.

= Colnioaate 0OCTOPOXHOCTE NPU pasrpyake asToKnasa,
COABPHUMOS MOXKET GbiTb FOPAYMM.

* Y0eauthea, uTo CTepUALHANA YNAKOBKA HIAGNUA He
noBpexaeHa.

+ B cnyuae, ecnu umeeT MeCTo 0auH (1) U3 CRBAYIOLIUX
NPUIHAKOB, NPOBECTU NOBTOPHYIO CTEPMAKIALMIO HIAESHA:
- HapyLUeHa repMeTHYHOCTb,
= MOKpasn ynaKoBka,
- yNaxoBKa NOBpexaeHa.

&
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PeMOHT, OTNPABKA WU YTUAH3ALKA

8 PeMOHT, OTNpaBKa U YTHAW3aLUA

8.1 PemoNT

BHUMAHHE

OnacHoCTL TPABMMPOBAHHA MALMEHTA U NONLIORATENA

MNpu NpoBEASHKM PEMOHTA U HIMEBHEHWH HALENHA

HOABTOPHSOBAHHBIM NEPCOHANOM CYLIECTBYT ONACHOCTL

TPABSMUPDOBAHHA NAUHEHTA U NONbSOBATENA.

« 3anpellaloTCA NONLITKU BLINOAHATL PEMOHT HAM MOAHPUKALIMIO
M3AGNHA.

P@MOHT MOX@T OCYWECTBNATLCA TONLKO KBANHPUUAPOBAHHLIM
CEPBHCHBIM NEPCOHANOM, ABTOPHIOBAHHBLIM KOMMAHWEH
Olympus. bonee AeTanbHyl0 WHPOPMALIMIO O PEMOHTHEIX
patorax ¥ rapaHTUAHLIX YCNOBHAX MOMHO NONYYHTL Y
npeacTapuTenna Komnakni Olympus wiv 8 aBTOPHIOBAHHOM
COPBUCHOM UeHTpe.

8.2 OTnpasxa

BHUMAHUE

OnacHOCTL HHOUUHPOBAHKHNA NISpCONana

OrnpasKra HCNONL30BaHHLIX M3AENWA KoMNaKHKuW Olympus

CO3A1AET PUCK MHPULIMPOBAHNA CEPBHCHOIO NePCoHana.

KomnaHua Olympus umeer Npaso OTKA3aTb B Npueme

SarpAR3HEHHLIX WAK 3APAKEHHBIX HIALNWIA 3 COOBPKEHNH

6e3aoNacHOCTH.

* Uapenue neolxoaumo obpadorars Nepea OTNpaBKO#.

» Ecnn 06paBoTra npuseasT K NOAHOMY NOBPENABHUIO
WAZBNUA, TILATENLHO OUNCTHTL €T, HACKONBKO STO BOIMONHO,
W NPOMAPKUPOBATL COOTBETCTBYIOWNM 05paIoM.

Mpu oTNpaBKe W3AenuA B aBTOPMIOBAHHLIH CEPBUCHLIA LUeHTD
ANA BLINONHEHUA PEMOHTA UAM rapaHTHitHbIX obA3aTenseTa
HEOBXOAMMO YUHTHIBATS CneayioLLee.
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PemonT, 0TNpaBKa 1 yTmaMlaumMa

+ [inA TPAHCNOPTHPOBKH HINGNKA CAGAYET HCNONLIVBATD
OPHIUHANBHYIO KAPTOHHYIO YNAKOBKY.

» Ecnu 310 HEBO3IMOKHO, ChepyeT 00epHYTb OTAENBHO KKALIH
KOMMNOHEHT B AOCTATONHOG KONKYECTBO AKCTOB Symark uau
NEHOMATEPHANA N NOMECTHTL WX B KAPTOHHYIO KOPOOKY.

* Mo BOIMOXKHOCTH CheAyeT UCNONL30BATL ANR
TPaHCNOPTHPOBKH COOTBETCTBYIOLIME SaLMTHLIE CpeacTBa
(Henp;men. CTOPHAHSAUMOHHYIO KACCETY, SAWMTHYIO TRYOKY
nT. A)

CepenCHLIG LGHTPLI HE NPHHIKMAIOT FaPAHTHIAHLIE POKNAMALMY B
cnyvae yuep6a, 00yCNOBNEHHOMO HEHAANGNALLSH YITAKOBKON.

8.3 YTunusayuna

BHUMAHHWE
A OnacHoCTL TPABMHPOBAHIA MEIHLIMHCKOTO Nepcoxana ¥

TPOTLEH CTOPOHB

Yrunusaumn wagenna 6es ero npeasapuTennHoOro

ofessapaxveanna MOXET BuisBaTh HHPHUNPOBaHWe

MEAKUKHCKOrO NepCoHana.

» Mepea ymnusaunen CGAIATENLHO NPOHIBECTH
06es3apaKUBAHNE WIRBNNHA.

* TIpK yTHAK3AUWM H3AENKHA HAK NIDBOrO 8ro KOMNOHeHTa
HeoBX0AMMO CNEAOBATL BCEM rOCYAAPCTBEHHEIM U MECTHHIM
3AKOHAM W NPEANUCAHWAM.

47

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Unpopmauns anf 3axasa

9 Undopmauuna anA 3aKasa

ONNCanNS MIRSANA Houep no karanory
YNAOTHAIOLINA KONNAYOK AD313
MpUABANEKHOCTS ANA SANOPHOND KpaKa WAL7778A
Tybyc WA47777A © ynnoTHmOLLMM Konnasukom A0313 WAA7777S
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Coemecumoe obopyaoaarue

10 CoemecTMoe 06opyaoBaHHe

Komnanna Olympus pexomMeHayeT HCnonb3osath 060pyA0BaHNWe
B COOTBETCTBUMN C YKAIAHHAMM, NPUBEACHHBIMU B AAHHOW rNaes.
Mpy HCNoNL3oBaHWK CONETAHWA 0BOPYAOBAHHA, HE YKA3AHHOTO
B AAHHOM rnase, NONL3ORATENL HECET 38 3TC BCIO NONHOTY
OTBETCTBEHHOCTH.

O6opyAOBAHKE NOCNBAYIOWMX MORENEH TaKKe MOXET GbiTb
COBMECTHMbIM. 33 AONONHMTENLHOR MHPOPMALMEH cheayeT
00pawateea K NPEACTABMTeNIO KoMnaHun Olympus.

HexoTopbie W3 nepeuucnerHsiX B AaHHOW FAaBe HIABAHH MOTYT
GuiTh B HANWUMK He BO BCeX pernatiax couita.

! #4328

] - -

e ons!

o, <l : WAOTI00A

WAATT7EA R ol
MEIZA leeeenand

e *11‘
WAATTTTA o MeTaA S
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TexHuyecKkue AaHHLIO

11 TexHUueCcKHUe AaHHbI®

11.1 O6wme pasmepb

Mancumansian pabouan anuxa
L1:WALTZ777A ... ntieeeiisiinnsrcsrenssssanionins 206,85 mm

MaKCHMBITLHAR WHPWHA BBOSHMON HaCTH
D1: WA47777A 5,25 MM

MuHHMANLHEA WIMPHHA WHCTPYMSHTANLHONO KaHana
WA47777A Sk

He CywecTByeT HHKAKHX rapaHTHiA COBMECTUMOCTH NPH
MCNONBL30BAHMU B KOMOUHAUMK MHCTPYMEHTOB, BLIBPAHHLIX NO
MUHUMAIBHON WWMPMHE MHCTPYMEHTANBHOIG KaHana.

MaKCHMANLHANA LUMPHHE
W1: WA47777A .- 3,54 MM

50
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TexHu4yecKre AaHHbIe

11.2 Pasmepti ana oSpaboTku

B aaHHOM pasnene ykasaHbl BCE COQTBETCTRYIOWME Pa3Mephl
ana 06patoTkH M3AeNKA. UHPopMaumio ob cbpaBoTe HIABNHA

cM. B rnase «O8padortka= Ha cTp. 28.

MUHMRANBHLE QHAMSTP KaHana

D1 reersnsasmesranesressaannessessesressnisesitares 4,83 MM

D2 3,16 MM

D3 3,16 mm

MusumansHan ANHHE Kasana

Lt eecrrreccenercnccssonsnseseseseossrsrronasaseossronsssasorsontassanases 280,2 mm

L2 eorreereiaerercciresssensanniancssnsssnorssnsosnnrensessens sassansssessssinssensonass 48,0 Mm

L e rcrrrrerereseraaserersrsnessesensererennesersssrasaesases 73,7 Mm
11.3 Ycnosua oxpymalowien cpeabl

Ycnoeua akcnayarauun

TemMnepatypa okpymatone#n cpeas....... ot 10 20 35°C (ot 50 A0

95°F)

OTHOCHTENBHAA BRAMHOCTD «..ccmeeernienremmnnsnsresonsresas ot 30 Ao 85%

Ycnosuna xpaseHun

Temnepatypa or 10 A0 40°C (o7 50 a0 104°F)

OTHOCHTENBHAA BRAXHOCTD .. OT 30 20 85%
OLYMPUS 51
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TexHuyecKwe NaHHbie

Yenoaun TRAHCNOPTHPORKM

TOMNBPATYPA.....covmremrmarenmansans or —40 g0 70°C (or -40 ao 158°F)

OTHOCHTENbBHAA BAAKHOCTL ot 10 ao 95%
52 OLYMIPUS
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JlononHeHHe K HHCTPYKIHH N0 IKCILTYaTANHA
Ha meaHuuAcKkoe uaaeane: «Tybyc rucTrepockona ¢ NPAHALICKHOCTAMMN

Addendum to operating instructions
for medical device: “Hysteroscopic sheath with accessories”

2021
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HavmeHoBaHWEe MEAULNHCKOTO U3eNns
I. Ty6yc rucrepockona c MPUHAANEXHOCTAMM, COCTAB:

1 Tybyc WA47777A- 1wr.

2. YnnoTHAKMUMIA kKonnadyok A0313 - 10 TT. ¢ MHCTPYKLUEN MO
akcnayataumu (npyu HeobxogmMmocTw).

3. VHCTpYyKUKA Mo akcnayaTtauuu.

Il. MpuHapgnexHocTn:

1 MpuHagneXxxHoOCTb Ana 3anopHoro kpaHa WA47778A.

- MPUHAANEXHOCTb 417 3aNOPHOT0 KpPaHa;
- JIMCTOK C MH(opMaLuein o goctyne.

[Janee no TekcTy - usgenue, Ty6yc, Ty6yc ructepockona

VHopvaLmio B laHHOM  IOKYMEHTE  CUMTaTh MOVOPDUTETHOA Ha
TeppuTOopVn Poccuiickoin defepalymn.

HasHayeHWe MeANLMHCKOTO U3genmns

Tybyc rmcTtepockona npegHasHauyeH  Ans 3HA0CKOMMYECKOM
AVArHOCTUKKN M nevyeHns B 061aCTU YPONOTUN U TUHEKONOTUN.

MokasaHuA

- TpaHcuepBMKanbHas AMarHoOCTMKa U fle4eHe aHOMa/IbHOr0 MaTOYHOro
KPOBOTEYEHUSA, NMOMNMNIKTOMUSA IHAOMETPUSA, CYOMYKO3HAA 1 MeXXMbILLeYHas
MroMma, abnauusa aHLOMeTpuUs, NOTEPSAHHbIE BHYTPUMATOUYHbIE CNIUPaNH,
Neperoposku u cnaiku;

- TpaHCLuepBuKanibHas CTepuansaums;

- 6ecnnogue n CTEPUNLHOCTb;

- COMHUTENbHbIe pe3ynbTaTbl YNbTPa3BYKOBOro NCCNe0BaHUS;

- pak 3aHAomeTpus (4na onpegeneHns cTaguu);

- CuHexuu (cuHapoM ALlepmaHa).

B0O3MOXHbIE OCMTOXHEHNA U MOGOYHbIE 3P EeKTbl NPU NMPUMEHEHUN
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Name of the medical device

1. Hysteroscopic sheath with accessories:

1. SheathWA47777A- 1psc.

2. Sealing cap A0313 - 10 pcs. with instructions for use (if necessary).
3. Instruction for use for steath, stopcock accessory.

Il. Accessories:

1. Stopcock accessoryWA47778A.

- Stopcock accessory;

- Access information sheet.

Further in the text - device, sheath, hysteroscope sheath, hysteroscopic
sheath, hysteroscopic outpatient sheath

Information in this document is considered a priority on the territory of
the Russian Federation.

Purpose of the medical device
Hysteroscope sheath for endoscopic
gynecologic applications.

diagnosis and treatment in

Indications

- transcervical diagnosis and treatment of abnormal uterine bleeding,
endometrial polypectomy, submucous and intramural myoma, endometrial
ablation, lost intrauterine devices, septa and synechiae;

- enabeling transcervical sterilization;

- infertility and sterility;

- questionable ultrasound results;

- endometrial cancer (to determine the stage);

- synechias (Asherman's syndrome).

Possible complications and side effects



He BblABMEHbI. Not identified.

CBefeHNsA 0 NpOU3BOANTENE MELULMHCKOTO N34enma Information about manufacturer of the medical device
MpounsBoanTenb N pa3paboTumnk: Manufacturer and developer:
Olympus Winter & Ibe GmbH Olympus Winter & Ibe GmbH
Kuehnstr. 61, 22045 Hamburg, Germany Kuehnstr. 61,22045 Hamburg, Germany
MecTo npousBojcTBa: Manufacturing site:
Olympus Winter & lbe Gmbl 1 Olympus Winter & Ibe GmbH,
Kuehnstr. 61,22045 Hamburg. Germany Kuehnstr. 61, 22045 Hamburg, Germany
Y cnosua npuMeHeHuns Usage conditions

[JaHHOe wu3fenne npegHasHauyeHO ANd WCNoNb3oBaHMS Tonbko B This product is only intended to be used in hospitals and medical rooms
60NbHMLAX W MEAUUMHCKUX MYHKTax, MMeKLWmnx cooTBeTcTBYytouee with appropriate endoscopic equipment.

3H[O0CKONMYeckoe 060pyAOBaHue.
MoTeHUManbHbIN NOTPebUTEND Potential consumer

JTOo wu3genue npegHasHaAYeHO WCKIOUYUTENbHO ANs ucnonb3oBaHus  This product is only intended to be used by a trained physician.
crneunanbHoO 06yYEeHHbIM BpayoM.

OCHOBHble TEXHUYECKNE N PYHKLMOHANbHbIE XapaKTepuCcTUKN Main technical and functional characteristics
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XapakTepucTuku 3HayeHue
JonycTmoe 0TKIoOHEHVE 5%, eCv He YKasaslo MHoe
Ob6uwasa gnvHa 29515 mm
MakcumanbHas paboyas gnunHa (bl) 206,85+0/15 Mm
MakcumanbHas WUpMHA  BBOAWMOI 5 25+0,02 MM
yactn (D1)
MuHuUManoHas wupuHa 1,67 mm (5 Ir)
MHCTPYMEHTANbHOTO KaHana
MakcumanbHas wupuHa (W1) 3.54 MM
BbicoTa 605 MM
Fny6uHa 34+ 5 MM
MuHUManbHbIA gnameTp KaHana (D2) 3,16 MM
MuHUManbHbIA guameTp KaHana (D3) 3,16 MM
MuHUManbHbIN guameTp KaHana (D4) 4,83 MM
MuHumanbHas gnuHa KaHana (L2) 48,0 MM
MuHumanbHas gnuHa kaHana (L3) 73,7 MM
MuHumanbHas gnuHa KaHana (L4) 280,2 MM
Macca 90+10r

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Characteristics

D3

Value

Tolerance £5% ifnot specified

Total length

Maximum working length (1))
Maximum insertion portion width (D1)
Minimum instrument channel width
Maximum width (W)

Height

Depth

Minimum channel diameter (D2)
Minimum channel diameter (D3)
Minimum channel diameter (D4)
Minimum channel length (L2)
Minimum channel length (L3)
Minimum channel length (L4)
Weight

Irrigation port connector type

2955 mm
206.85+£0/15 mm
5.25£0.02 mm
5Fr

3.54 mm
60£5 mm
34+ 5mm
3.16 mm

3.16 mm

4.83 mm

48.0 mm

73.7 mm
280.2 mm
90+10g

Luer lock
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w w
Buicora (H) 27,5+0,5 MM Height (H) 27.520.5 mm |
Macca 1245 ¢ Weight 1265 g I
JlnameTp BUHTOBO#H TaliKK 7 MM Diameter of screw nut 7 mm |
BuicoTa BHHTOBOH rafiku 5.9 MM Height of screw nut 5.9 mm

Onucanne HpHHAANCKHOCTEH, MEAHUMNCKEX H3deand  HaRn
BIALIAHR, He SAARIOHIEXCE MEANUWHCKHMHN, HO NPCAYCMOTPEHHAIX
ANS HCTIOABIOBAHNA B KOMONHALHN ¢ 3RRBICHHLIM MCTHIRHHCKHM
HIige/IMeM

Ty6yc ructepockona cosmecTum ¢ 3 MM Teneckonami Olympus u
HHCTpYMEHTamH, AnameTpoM 5 Fr.

Komnanua Olympus pexoMeHAYET HCNO/b30BaTh 00OPYAOBAHHE B
COOTBETCTBHH C  YKa3aHHAMK, rnpuseacHHbiMH Hike, [lpu
HCNIONBL3IOBAHMH COYETAHHS ODOPYNOBAaKWA, HE YKa3aHHOIO HMKe,
NONb30BaTeNb HECET 3a 3TO BCIO NONHOTY OTBETCTBCHHOCTH,

OGopyanosanne nocneayiomsux Moaene Takwe mower Owmb
coBMecTHMbIM. 3a  gononawuTensolt  HHpopmaumed cnegyer
obpauarbes k npeacTasHTenio komnanuy Olympus.

HexoTopbie H3 nepeuncHeHHbIX HHXKe H3NEAHH MOTYT GLITL B HANUYAH
HE BO BCEX pernoHax cOnITa.

Key accessories, medical devices or mon-medical devices, to be used
in combination with medical device submitted for registration

The hysteroscopic outpatient sheath is compatible with the 3 mm
Olympus telescopes and with 3 Fr instruments.

Olympus recommends the use of equipment as listed below. If
combinations are used that are not listed below, the user takes the full
responsibility.

Future equipment can also be compatible. For more information, contact
an Olympus representative.

Some of the products listed below may not be available in all sales
territories.
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CoBmecTuMOe 060pyaoBaHue

N3penune nnncaHHe CsepeHuns 0
ncTpayun

A4824, A4827,  VHCTPYMEHTHI No NH W 15/3467 ot

A4825, A4828, Olympus 15.01.2018

A4826

WAO3300A CBETOBOAHbIA PYNe P3H 2015/3467 ot
Kabenb, 15.01.2018
MHOT0pa3oBblli

A4672A, 3 MM Tefleckonsl PYNe P3H 2015/3467 ot

A4673A, Olympus 15.01.2018

A4674A

CeefleHNA 0 NeKapCTBEHHbIX CpeAcTBax BXOAAWMX B COCTaB
MeAULMHCKOT0o u3genusa

He npumeHnmo.
CeepeHus 0
NPOUCXOXAEHNSA

He npumeHumo.
CocTaB ynakoBKu
1 Tyb6yc ructepockona ¢ NpUHaAIeXHOCTAMM, COCTaB:

1 Tybyc WA47777A - 1wrT.

MaTepunanax XXUBOTHOTr0/4eN0BEYECKOTO

2. YnnotHsawowmin konnayok A0313 - 10 WT. C MHCTPYKLUMEN no
akcnayataummn (Mpm HEOO6XOAMMOCTH).
3. MHCTpYKUMA MO 3KcnayaTayuu.

11. MpuHaaNexXHoCTu:

I. TlpuHapnexHoCcTb AN 3anopHOro KpaHa WA47778A.
- MNPUHAANEXHOCTb AN 3aNOPHON0 KpaHa;
- JINCTOK C MHMOpMaLmneir o gocTyne.

Cpok rogHocTuK / cpoK akcnayatlauunu

18 mecsaues (nnm 400 ynknoB 06paboTKM)

fy6yc - wu3genume MHOropasoBOro ucnosnb3oBaHusi. KonuyecTso
NPUMEHEHWI 1 LWKNOB 06paboTKK, MOKa3aHbl CAeAYHOWMUM NPUMEPOM
pacueTa: aKcnayaTtauma okono 18 mecsyes (1 ncnonb3oBaHue B AeHb X
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Compatible equipment

Product Description Registration informatio
A4824, A4827, Olympus mechanical RC No. P3H 2015/3467
A4825, A4828, instruments issued by 15.01.2018
A4826
WAO03300A Light guide cable, RC No. P3H 2015/3467
reusable issued by 15.01.2018
A4672A, Olympus 3mm RC No. P3Ill 2015/3467
A4673A, Telescopes issued by 15.01.2018
A4674A

Information about the medicines included in the medical device

Not applicable.
Information about materials of animal/human origin

Not applicable.
Package contents
I. Hysteroscopic sheath with accessories:
1. SheathWA47777A - 1psc.
2. Scaling cap A0313-10 pcs. with instructions for use (if necessary).
3. Instruction for use for steath, stopcock accessory.
Il. Accessories:
1. Stopcock accessory WA47778A.
- Stopcock accessory;
- Access information sheet.

Shelf life / Service life

18 months (or 400 processing cycles)

The sheath is a reusable part. The number ofapplications and the coherent
reprocessing cycles and illustrated by following example of calculation:
usage about 18 months (1 usage/day x 5 work days/week x 80 weeks) =



5 pabouux gHei B Hegento x 80 Hefenb) = 400 uMKNoB 06pabOTKK.

YNNoTHAK WK

KONMa4yok Ty6yca TFMCTEPOCKOMMUYECKOrO fBAseTCA

0AHOpPa3oBbIM KOJ/IMA4YKOM. I'Iepe,q NMPUMEHEHNEM KO/NMMa4YOK AOJ/IKEH

ObITb dBTOK/1laBMpPOBaH.

MEXAYHAPOAHbIX HOPMAaTUBHBIX

AOKyMeHTOB/CFaI/I,CI,apTOB, KOTOPbIM COOTBETCTBYET MEANLNHCKOE

lMepevyeHb HaUWOHaNbHbLIX W
usfenne

EN ISO 13485:2012 +
AC:2012

EN ISO 14971:2012

EN ISO 10993-1:2(t09

EN 1041:2008-11 +

A1:2013

EN 980:2008

EN ISO 15223-1:2012

EN 62366:2008

EN 60601-1-6:2010
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N3penns MeANLMHCKNeE. Cuctembl
ynpaBneHns KavyecTBoM. TpeboBaHUA K
perynmpoBaHuio

MegnunHckmne yctpoicTtea. lMpumeHeHune
MEHEe[XXMeHTa PUCKOB K MeAULUHCKUM
ycTpoiicTBaMm

OueHka 6uonoruyeckas  MeLMLUHCKUX

n3gennii. Yacte 1. OueHKa M UCMbITaHMA B
pamMkax npouecca MeHe>XMeHTa pucka
WNHpopmaums, nofroTasnuBaemas
M3roTOBUTENEM, conpoBoXxpjatouas
MeanLUHCKNE NPUBOpHI

patmueckne CUMBONbI, WCNOJMb3YyEMbIE
npn MapKMpoBKe MeAULUHCKUX YCTPOCTB
MN3penns MeLULMHCKNE. CunmBosbl,
MUCnonb3yembre Ha Apnblkax MejULUHCKUX
n3gennii mpu  MX  MapKUpPOBKE U B
npefocTaBnsgeMoin MHpopmaymun. Yacto L
O6uwune TpeboBaHMUS

MegnumnHckne n3genuns. YacTb 1
MpoeKTUpOBaHUE MEAULUMHCKUX U3LENNRA C
y4eTOM 3KCn/yaTauMoOHHOW NPUTOAHOCTH.
AnnapaTtypa 3anekTpuueckas MefnLnHCKas.

-Yactb 1-6. OO6wme TpeboBaHMa K
6e30nMacHOCTM €  Y4YeTOM  OCHOBHbIX
YHKLMOHAaNbHbIX XapaKTepucTuk.
L onoNHNTeNbHBI cTaHAaapT.

400 reprocessing cycles.

The sealing cap of the hysteroscopic sheath is a single use cap. The cap

has to be autoclaved once by the user before application.

List of international regulatory documents/standards which the

medical device complies with

EN ISO 13485;2012-b
AC:2012

EN ISO 14971:2012
EN ISO 10993-1:2009
EN 1041:2008-11 -H
A1:2013

EN 980:2008

EN ISO 15223-1:2012

EN 62366:2008

EN 60601-1-6:2010

EN I1SO 17664:2004

Medical devices - Quality management
systems - Requirements for regulatory
purposes

Medical devices - Application of risk

management to medical devices

Biological evaluation of medical devices -
Part 1. Evaluation and testing within a risk
man-agement system

Information supplied by the manufacturer
of medical devices

Symbols for use in the labelling of medical
devices

Medical devices - Symbols to be used with
medical device labels, labelling and
information to be supplied - Part 1. General
requirements

Medical devices - Application of usability
engineering to medical devices

Medical electrical equipment - Part 1-6:
General requirements for basic safety and

essential performance - Collateral
Standard: Usability

Sterilization of medical devices
Information to be provided by the

manufacturer for the processing of
resterilizable medical devices



EN ISO 17664:2004

EN ISO 17665-1:2006

EN 60601-
1:2006/AC:2013

EN 60601-2-
18/A 1:2000

ISO 8600-1:2013

Peknamauus

Bce peknamayuu, cBs3aHHble ¢ 06pallleHneM MeauLUHCKOTo U3genus

dKcnayataymoHHas NPUro4HoCTb
CTepunusaumnsa MefuLUHCKNX YCTPOWCTB -

nHpopmafws, KoTopas oypet
npefocTaBneHa NMPON3BOAUTENEM ans
06paboTku resterilizable meanUMHCKNX
YCTpPONCTB

Ctepunusauuns u3gennii  MeauLUHCKOro

HasHayeHna - BnaxHoe Tenno - Yactb L
Tpeb6oBaHMA K pa3paboTke, Banupayum u
perynspHomy KOHTPOSIO npotecca
cTepunnsaunmm MeguLUMHCKNX nsgennii
dnekTpoannapatypa MegumuuHckas. YacTtb
1. O6wume TpeboBaHMa K 6e3onacHoOCTN U
OCHOBHbIM XapaKTepuCcTUKam.

AnnapaTtypa 37eKTpuyeckas MegmLuuHcKas.

YacTb 2-18. YacTHble TpeboBaHUA K
6esonacHocTH annapartypbl ans
aHpoCKONUYU

OnTuka n onTuYyeckmne npuoéopsl.
MeguumnHckne 3HAOCKOMbI n
3HJOCKONMYeckKmne NPUHAANEXHOCTHU.

YacTtb 1. Obuwume TpeboBaHuA

Ha TeppuTtopun P® HanpaBnATh:

O00 «Onumnac MockBa»

107023, r. MockBa, yn. 9nekTpo3aBojckas, 4. 27, ctp. 8

Ten:+7 (495)926-7077
info@olympus.com
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EN ISO 17665-1:2006

EN
1:2006/AC:2013

60601-

EN
18/A 1:2000

60601-2-

ISO 8600-1:2013

Reclamation

Al complaints related to the circulation ofa medical device in the Russian

Federation should be sent:
Olympus Moscow LLC

Sterilization of health care products - Moist
heat - Part 1 Requirements for the
development, validation and routine
control of a sterilization process for
medical devices

Medical electrical equipment - Part L
General requirements for basic safety and
essential performance

Medical electrical equipment - Part 18:
Particular requirements for the safety of
endoscopic equipment
Endoscopes - Medical
endotherapy devices -
requirements

endoscopes and
Part 1 General

Elekrozavodskaya str. 27 bdl. 8, 107023 moscow. Russia

Tel.:+7 (495)926-7077
info@ olympus.com




OLYMPUS

INSTRUCTIONS FOR USE

SEALING CAP

for single use

€ &=

{Caution: Federal (USA) Law restricts this device to sale by or on the order of a physician. |
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General information

1 General information

1.1 User instructions

+ Before use, thoroughly read these instructions for use and the
instructions for use of all other products that will be used during

the procedure.
= [If the required instructions for use are missing, immediately

contact an Olympus representative.
. » Keep the instructions for use in a safe, accessible location.
1.2 Signal words
The following signal words are used throughout this document.
WARNING
Indicates a potentially hazardous situation which, if not avoided,
can result in death or serious injury.
CAUTION

Indicates a potentially hazardous situation which, if not avoided,
can result in minor or moderate injury.

1.3 Conventions throughout this document

This is the safety alert symbol. it is used to alert the user to
/ ! \ |potential physical injury hazards. Observe all safety messages
that follow this symbol to avoid possible injury.

m This symbol indicates additional helpful information.
1.
2.
3.

A numeration indicates a sequence of actions.

OLYWMIFUS 5
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General information

Bullet points indicate individual actions or different options for
action.

Dashes indicate the listing of data, options or objects.

1)
3)

Numbers with right parenthesis name elements in illustrations

1.4 Manufacturer

Olympus Winter & lbe GmbH
Kuehnstr. 61
22045 Hamburg

Gemnany

:
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Safety information

2 Safety information

2.1 Intended use

Sealing cap intended to be used with compatible instruments
designed for endoscopic diagnosis and treatment in urologic and
gynecologic applications.

+ Do not use it for any other purpose.

. 2.2 User qualification

Medical use
This product is only intended to be used by a trained physician
or trained qualified medical personnel under the supervigion of a

physician.
These instructions for use do not explain or discuss clinical

procedures.

Reprocessing
Reprocessing may only be performed by qualified hygiene
personnel.

2.3 Environment of use
Modical use

This product is only intended to be used in hospitals and medical
. rooms with appropriate endoscopic equipment.

Reprocessing )
The products must be reprocessed according 10 the applicable
national and local standards and regulations.

~
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Safety information

2.4 General warnings and cautions

The following warnings and cautions apply to the general
handling of the product. This information is to be supplemented
by the dangers, warnings and cautions given in each chapter in
this document or in the instructions for use of any product being
used with this product.

WARNING
A Risk of injury to the patient and the user
' An insufficient understanding of the dangers, warnings, cautions,
and instructions can resuit in serious injury or damagae to the
product.
« Make sure to have the complete set of instructions for use.

CAUTION
A Risk of injury to the patient and the user

The use of damaged equipment, equipment that does not

function properly or equipment with illegible or missing markings

may cause infection, toxic shock, electrical, mechanical and
thermal injury or unintended nerve stimulation,

+» Before each use, observe the instructions in the section
“Inspection™ on page 12.

» Do not use damaged equipment, equipment that does not
function properly or equipment with illegible or missing
markings.

* Replace damaged equipment, equipment that does not function
properly or equipment with illegible or missing markings.

D CAUTION

A Risk of injury to the patient and the user
There is a risk of injury to the patient and/or the user caused by
unauthorized repairs and product modification.

+ Do not attempt to repair or modify the product.
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Safety information

CAUTION

Risk of Injury of the patient

Failure to observe the information given in the section “Intended

use”, “User qualification” and “Erwironment of use” amounts to

use of the product beyond the use for which it is intended.

+ Observe the information given in the section “intended use”,
“User qualification” and “Environment of use”.

:

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Product description

3 Product description

3.1 Scope of delivery

+ Before use, check that all items listed below are available.
+ Contact an Olympus representative or an authorized service
center if any items are missing or damaged.

A0282, A0313:

. - 10 sealing caps
- Instructions for use

if the sealing caps are delivered in combination with instruments,
the scope of delivery can include less than 10 sealing caps.

3.2 Sealing cap
The sealing cap can be attached to the instrument ports of
compatible equipment. Compatible surgical instruments can be
inserted through the sealing cap.

The sealing cap prevents the immigation fiuid from leaking out of
the instrument.

e | The sealing caps are for single use only and may only be
1 | sterilized once.

A0282

2) Distalend

10
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Product description

AD313

1) Proximal end
. 2) Distalend

3.3 Symbols

This section gives an explanation for each symbol used on the
product and on the packaging of the product.

Symboi Expianation Symbol Exptanation

Catalog number : Nor-gterile

@ Baich code ® Do not reuse

@ Quantity of content DE Consull Instructions lor use
Manufacturer Groen Dot-aymbol for dual

ad @ |

-D- Storage conditions :E Transport conditions
Indicates the range of humidity Indicates e temperature imits

to which the medical device can 10 which the medical device can

. be safely exposed be safely axposad
Imimesaremqmcyd? g&wmgm

rnateri
N e CE |ammmmmmiie

1

:

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




Preparation

4 Preparation

4,1 Safety information for preparation

WARNING
Risk of injury to the patient
The product is for single use only and delivered in non-sterile
condition. Reuse or resterilization can lead to malfunction of the
product and injury of the patient.
» Sterilize the product before first use.
Observe the instructions in the section “Steam sterikization” on
page 12.
« Dispose of the product after use.
« Do not reuse or attempt to reprocess after use.

4.2 Ingpection

General Inspection
= Check that the product has:
- no dents, cracks
- no deep scratches
+ Check all markings on the product for clear visibility.

4.3 Steam sterilization

WARNING

Risk of injury to the patient and/or the medical personnel

Improper or incomplete reprocessing can cause infection of the

patient and the medical personnel as well as damage to the

product.

* Reprocess the sealing cap before first use using steam
sterilization.

12
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Preparation

Preparing the sealing cap for steam sterilization
+ |f the sealing caps are attached to an instrument at delivery,
remove the sealing caps from the instruments.

Steam sterilization conditions

Steam sterilization of the sealing cap has been validated with
fractionated prevacuum at 132 °C for 3 min.

Other possible steam sterillzation conditions are:

Temperature >132 °C (269.6 °F)
Holding time >3 min

Steam sterilization procedure

For steam sterilization, Olympus recommends a drying time of at

least 15-30 minutes.

» Choose an appropriate drying time, depending on the
autoclave.

* Refer to the autoclave’s instructions for use.

+ Be careful when unloading the autoclave, the contents may be
hot.

+ Make sure that the sterile packaging of the product is not
damaged.

4.4 Assembly and connection

« Attach the distal end of the sealing cap to the instrument
channel of a compatible instrument.

13
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After use

5 After use

5.1 Disposal

WARNING

Risk of injury to the medical personnel

Disposing of the product without prior decontamination can cause

infection of the medical personnel.

] - Decontaminate the product before disposal.

= When disposing of the product or any of its components, follow
all applicable national and local laws and guidelines.

+ Dispose of the product after use.
» Do not reuse or attempt to reprocess.

5.2 Shipment

WARNING
A Risk of infection for the parsonnel

Sending used products to Olympus represents a risk of infection

for the personnel. Olympus is entitled to refuse soiled or

contaminated products for reasons of safety.

» Reprocess the product as thoroughly as possible before
sending in.

« Clean the product as thoroughly as possible and mark it
accordingly.

When sending products to an authorized service center for

warranty claims, note the following.

+ Use the original blister and cardboard packaging to transport
the product.

= If this is not possible, wrap each component individually in
sufficient paper or sheets of foamed material and place them in
a cardboard box.

14
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After use

Service centers do not accept warranty claims for damage
caused by inadequate packaging.

15
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Technical data

6 Technical data

6.1 General dimensions

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

A0282
Color. transparent
Passage for instruments 6-8 Fr. instruments
A0313
] Color black
Passage for instruments .........ccccinceemnniecnrnnes 4-5 Fr. instruments
6.2 Ambient conditions
Operating conditions
Ambient temperature 1010 35 °C (50 0 95 °F)
Relative humidity 30 to 85%
Storage conditions
Temperature 100 40 °C (50 to 104 °F)
Relative humidity . 30 0 85%
Transport conditions
Temperature -40 to 70 °C (-40 to 158 °F)
Relative humidity 10 to 95%
16 OLYMPUS
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OLYMPUS

UHCTPYKUWUA NO 3KCNJTYATALIUU
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YAOrROTHAKS UMK KONNAYOR

ANR ONAHOKPaATHOro UCNONLIOBAHNA
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Obwan wipopmauva

1 O6wan nHdpopmauun

1.1 HucTpyRuua ana nonLaosaTena

+ MNepea HauanoMm paBoTLl CNBAYET BHUMATEALHO NPOMUTATL JTY
A WHCTPYHULMIO MO SKCNAYATALNKA W WHCTPYKUMHM NO 3KCNAYaTaLUuM
BCAX APYrMX H3AENWH, KOTOpLIe ByAyT HCRONLIOBATLHCA B XOAS
Npoueaypbl.
* Mpu orcyTcTenM HEOGXOAUMBIX HHCTPYKLMA NO IKCNAYETaLIMM
. CNEAYET HOMEANGHHO OBPATHTECA K NPEACTABHTENIO GHUPMDI
Otympus.
* UHCTPYKUMA NO IKCNAYaTALMM AOMKHE XPAHUTLECA B
HaZIBMHOM W AOCTYTIHOM MECTe.

1.2 CurHanoHeie Cnosa

B TeKCTe AaHHOro AOKYMEHTa HCMONLIYIOTCA Cheayiolnwme
CUrHaneihie Cnosa.

OCTOPOMHO
YKAsLIBAOT HA NOTEHUMANLHO ONACHYIO CHTYaUUIO, KOTOPaR,

€CNH 8e He NPBACTBPATUTL, MOXKET NPHBECTH K CMEPTENLHOMY
HCXOAY WAM Cephe3HOR TpaBme.

BHUMAHUE

YK3LBAET HA NOTEHUMANLHO ONACHYIO CHTYALMIO, KOTOPAR,
8CNU 66 HE NPEACTBPATHTL, MOMKET NPHBECTH K HEGONLLION MAW
' cpeaHei NO TAECTH TpasMe.

(3]
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O6wan HHPopMaunA

1.3 YcnosHbie 06034aUEHNA B RAHHOM JLONYMENTS

A\

CumBon, npegynpexxaatolmii 06 onacHoctu. Ucnonbayetca
ANA npenynpemASHUA NONL30BaTenA O NOTEHUHANLHOW
onacHocTH TpasM. Cneayer cobnioaars BCE NPEAYNPeKABHHA
00 ONACHOCTAX, NPUBBAGHKLIE NOCNE AAHHOTO CHMBONA, NTOGW!
US0RKATL BOIMOKHBIX TPABM.

JTOT CHMBON YKASHIBAGT HA AONONHUTENbHYIO NONE3HYIO
HHPOPMALMIO.

Hymepauna yasuisaet Ha NoCneaoBaTeNLHOCTL ASHCTBHNA.

(yHKTH MAPKUPOBAHHOTD CNKCKA 0603HAYAIOT OTASMLHLIS
REHCTBHA WM PASINUHBIC BAPHAHTH BLINONHEHWA ASACTEBHA.

Tupe 0603HAMAIOT NRPBUHCASHHS ARHHLIX, BAPHANTOS MNW
npeaAMETos.

1)
3}

Uudpst ¢ npasoi crobkoit oBozHaualoT aetanu Ha
MANIOCTPAUMAX

1.4 Nponssoautens

Olympus Winter & Ibe GmbH
Kuehnstr. 61

22045 Hamburg

Fepmanun
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HHudopmaumnr no TexHKke 6e3onacHocTy

2 Undopmaunn no TexHuke 6esonacHocTn

2.1 Ucnonnaosanne No HaA3HAUSHWIO

YOnomHAIoWWiA KONNAUOK NPEAHA3HAYEH ANA HCNONLIOBAHUA

C COBMECTHMbLIMH WHCTPYMBHTAMM, NPSAHAIHAUSHHBIMK ANRA
SHAOCKONHYLCKOH AMArHOCTHKN W NIGHEHHA B OBNACTM YPONOrHM
1 FUHOKONOTWH.

» He ucnonbsyiite ero ANA Kakux-nb0 APYrMX USNeH.

2.2 Keanudurayua nonbL3oBaTenn

MpuueHoHHe B MeIMUMHE

Danroe H3aenne NPeHA3HAYEHO HCKMIOUHTENLHO ANA
HCNONLIOBAHKA CNEUMANLHO OBYMEHHDIM BPAYOM HAK
NOATOTOBNSHHLIM KEAMMPHUNPOBAHHLIM MBANLUWHCKHM
NePCOHANOM NOA KOHTPONEM BPaNa.

B AaHHBIX HHCTPYKUMAX NO IXCINYATAUMK KNHHINECKHE
NPOUEAYPE! HE NORCHRIOTCA W HE PACCMATPHBAIOTCA,

O6paBoTka A0MKHA BLINCAHATLCA TONLKO KBANMPHLNPOBAHHbLIM
CBHHTAPHLIM NEPCOHANOM.

2.3 YCnosuA NCNONL3OBEHNHA

. MipimassioHe B MeQUUHHE

JlanHoe uanenue NpPeaAHASHAYeHO ANA HCNONLIOBAHKA
TONLKO B GONBHULIAX ¥ MEAKLNHCKHAX NYHKTAX, WMEIOLIMX
COOTBETCTBYIOUIBe IHAOCKONUYECKoe o00pyaoBaHHe.

O6patoTha

O6paboTHa MHOTrOPa3oBLIX H3AGNWR AOMKHA NPOUIBOANTLCR B
COOTBOTCTBUM C NIPHMEHUMBIMH HALMOKANBHLIMH W MECTHLIMH
HOPMEMH H HOPMATUBHBIMUY AOKYMEHTAMM.

OLYMPUS 7
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UHPopMALMA NO TexHUKe 6830NacHOCTH

2.4 O6wme npeaynpeaACHIA ¥ MePbl NPEROCTOPONHOCTH

Cneayiowme npeaynpe)xaeHna W Mepbl NPeAOCTOPOIKHOCTH
KACAIOTCA OBLMX NPUHLIMNOE OGPALLIEHHA C H3ABNHEM. JTa
nHPOPMaUMA AowHa SeiTe aononHexa coobuennamu OnacHo,
OcTopoxHO H BrumanHe, NpHBeaeHHbIMY B KKAOH rmase
AAHHOO AOKYMEHTA HAK B MHCTPYXUMM NO IKCTINyaTaLMK Moboro
MIASNKA, HCNONLIYOMOrO COBMECTHO C JAHHBIM M3AONUEM.

OCTOPOMHO
. Zi} OnacHOCTs TPABMHPOBIHNA NRLMOHTE W NONLIOBATENNA
HegocTarouHoe NOHUMAaHNe NPeAYNPEXGeHNH 06 ONACHOCTH
(ONACHO, OCTOPO)XXHO, BHUMAHWUE)} u uHCTPYKUMiH MOMET
NPUBECTM K COPLEIHLIM TPABMAM UK NOBPEKABHUIO HIABNHA.
» Cneglyer MeTb NOMHBIR KOMNNGKT HHCTRYKUWA NO
SKCTYATALNM,

BHUMAHUE
Vi i \  ONBCHOCT: TPABMHPOBEHHA NSUHEHTA K NOMLIORATENA
Wcnonbaoeanne oB0pyaoBaHHA, KOTOPOE NOBPEABHO, HE
QYHKUMOHMPYET AOMKHLIM O0PaIOM WKWK MAPKHPOBKA Ha
KOTOPOM He NOAAGETCA HTOHHIO WM OTCYTCTBYET, MOXET CTaTh
NPHIMHON 3aPANKEHNA, TOKCHYSCKOrO LOKA, INSKTPHYSCKHX,
MEXZHHUYECKMX U TEPMHNECKHX TPABM MNW HENPeaHAMepPeHHON
CTHMYNALWK Hepea.
« Mepea KAXALIM UCNONBL3OBAHNEM HEOOXOAUMO YHTATDL
MHCTPYKLIMK, NPHBeaeHHbIe B pasaene «lposepka» Ha
cmp. 13.
+ 3anpewasTca HCNONL3OBATL 000PYAOBAHKE, KOTOPOS
. NOBPEIXAGHO, He PAGOTABT ACMKHEIM 06PAIOM, NGO ecnk
MapKMPOBKA HA HEM OTCYTCTBYET Wi 86 HEBOMOXHO
npouMTaTL.
+ 3ameHute 060PYAOBAHKE, ECNH OHO NOBPEIKAEHO, HE
paGoraeT A0THKHEIM 0GPasoM, NWOO BCNW MAPKMPOBKA Ha HEM
OTCYTCTBYET KNU 8@ HOBOIMOIKHO NPOUNTATL.,
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MuhOopMauMa No TexHuKe 6e30nacHoCTH

A

BHUMAHUE

OnacHOCTs TPABMHPOSAHHA NALMENTA W NONL3OBATENA

Mpy NPOBSASHHN PEMOHTA ¥ MOANPHUKALIMK HSASNHA

HEaBTOPM30BaHHLIM NEPCOHANOM CYUeCTBYeT ONacHOCTL

TPABMHPOBAHHA NALNMEHTA WHIW NONL3OBATENA.

* 3anpellaloTCcA NONBITKY BLINONHATE PEMOHT AN MOAWMUKALUIO
nanenvn.

BHUMAHUE

ONacHoOCTs TPABMMPORAHMA NAUMENTA

HecobnioaeHne WHCTPYRUWA, HINMKEHHEIX B pasaenax

«Ucnonb3osaHne No HasHaYeHWIO», «Keanwdukaura

NONL3ORATENA» H «YCROBHA NPUMEHBHHA» CUNTARTCH

WCNONL30BAHNEM H3ABNHA HO NO HASHAYEHHIO.

+ O3HaKoMbTeCh C HHGOPMaUWeH B pasaenax «McnonbosaHne
NO HA3HAYSHUIO», «KBANHOUKAUWA NONLICBATENH» W «YCNOBHA
NPUMBHEHHA».
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Onucanne Uaaenua

3 OnucaHue uagenus

3.1 HomnnexTt NocTaBKM

+ Mepea HCNONL3OBAKKEM UINGNHA ChaayeT yOeauTLCA B
HANMYMK BCEX YKAEHHLIX HKE NPSAMETOS.

* [pH NOBPEKAGHNHH MNK OTCYTCTBHH KaKUX-NHGO NPEAMETOS
CneayeT OGPATUTLCA K NPeACTaBUTeNIC KomnaHuk Olympus
WK B ABTOPHIOBAHHLIA COPBUCHbIA UBHTP.

. A0282, A0313:
- 10 yNnOTHAIOWINX KOANAYKOB
- MHCTpyxumMa No 3kcnnyaraumm

Ecnum ynnotHAIOWHE KONMNAYKH NOCTABNAIOTCA COBMECTHO C
WHCTPYMEHTaMH, B KOMMNAGKT NOCTABKK MOXKET BXOAHTL MEHee
10 yNROTHRIOWMX KORNAYKOR,

3.2 YNROTHMIOLLMIA KONNAUOK

YanotHRIOWMe KONNAUKM MOMHO YCTaHABNMBATL HA
HHCTPYMEHTANbHLIE NOPTE COBMECTHMOrO 060PYAOBAHHA.
Uepes ynnoTHAOWIHA KONNGUOK MOHO BEOAKTD COBMECTUMES
XHOYPIUHOCKNS HHCTPYMEHTEI.

YNROTHRIOWM? KONNEYOK NPeOTBPALLAET BRITEKAHHE XHAKOCTH
ANA NPOMLIBAHNA M3 HHCTDYMEeNTA.

. YNnoTHAIOWMEe KONNAYKH NPSAYCMOTPEHL! TONLKO ANA
04HOPA30BOT0 HCNONB3I0BAHUA, H HX MOXHO NPOCTEPHAK3IOBATL
TONLKO OAMH Pas.

10
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Onucanue nanenus

' 2) JAncrancHbiil koHeu
A0313

1) MMpoKcumanbHBIR KOHeU
2) LucrancHui KOHBY
3.3 Cumsonsi

B AaHHOM pazfene NOACHAIOTCA BCE CUMBONDI, MMBIOLLIVECH Ha
W3AenuM U ero ynakosxe.

1
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Onncanue naganua

Cumeon Nonchenue Cumsmon Nonctsnme
Mpoussaantens 3HaK «3NOHAR TONKG»
‘ ® QO0IMAUPAT CHCTOMY ABORNOH
YTHARSALINN
g YCNnosun xpaHennn :B YCROBHA TPAHCNOPTHPOBINY
MoXAMBAT AUANASOH MoxassaeT npanent
KOTOPOR ABNALTCA S830NACHLM KOTOPAX ABNNGTCA GE3ONACHLA
ANA MOAWLIMHCKOND NPRBoRa AR MEAHUMHCKOTD YCTPOACTES
Yras0iBa6T HE BOIMONHOCTh 3xax copTpuKaL CE
YTHARSAMIUNEPOPALOTIN — CHMBOR COOTRATCTRIN
@ YNIEKOBHH WA YIAKOBOWHOTO c € pebosatnAm Jnpextiss no

MAAMINHCKOMY 080PYAOBEHMIO

12
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Moarorosxa

4 NoaroroBKa

4.1 Undopmauma No TexHuKe 6830NacHOCTH NPH NOATOTOBKE

OCTOPOMHO

OnacHOCTL TPABMHPOBAHHA NAUMOHTA

Usnenue NPeAHA3HAYGHO UCKINONHTENABHO ANM 0AHOPAI0BOTD

MCNONBL3IOBAHKA ¥ NOCTABAAGTCA B HOCTEPHNLHOM COCTORHNW.

MoBTOPHOS HCNONLIOBAHKE W CTEPMAKSALIUA MOTYT NPUBECTH K

. HOUCTPABHOCTY H3ABNHA M TDABME NaLWeHTa.

* NpocTepunn3oBaTth HIAGAKE NEPEA NEPBLIM HCTIONESOBAHNEM.
O3HaROMHTBCA ¢ MHCTRYKUMAMMK B pasaene «laposan
crepunusauma» Ha cTp. 13.

* YTHARIUPYATO H3RBNHE NOCAE MCNIONBIOBAMMA.

+ He ncnonb308aTL NOBTOPHO W HE NBITATLCA BHINONHUTL
NOBTOPHY!0 0BPABOTKY NOCNE UCNONLIOBAHKA.

4.2 Nposepua

O6uzan nposepxa

* YB0AUTLCR, YTO HA HAAGNUH:
- HOT BMATHH ¥ TPLIMH
- HET rny6oKMUX uapanuH

*» Y8eanTLCA B TOM, YTO BCE MAPKUPOBKH HA HIAENUH NETKO
BUAHBI,

. 4.3 NapoBsan cTepuNHIaUMA

OCTOPOMHO

OnacHoCTs TPABMHPOBEHHA NSUHSHTA WHIH MEOMLWHCKOID
nepconana

HenpasunbHan unM senonHar oGpadaorka MOXKET NPUBECT

K MHOHLMPOBAHMIO NAUMEHTA W MEAWUMHCKOrD NepcoHana, a
TAKKE K NOBPEIAGHHIO HIAGNHA.

13
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MNoaroroBxa

» Bunonnurs 06pabomry yNNOTHRIOWETO KOANAYKa
nepea NEPaLIM HCNONL3VBAHMEM, NPUMEHNS NApOBYIO
CTEDUANSALMIO.

MNoAroToBKA YNNOTHAIOWLSTO HOANAYNA K NAPOBOH

CTOPHUANSIUNH

*» ECAU YHNOTHAIOWNE KONNAYKK YCTAHOBNEHE HA HHCTPYMEHTe
Ha MOMEHT NOCTABKM, HX CROAYOT CHATL C MHCTPYMEHTA.

Ycnoasa NaposoH CTEPHUARIALIHN

. Maposan CTEPHAMIAUMA YNNOTHRIOWErO KOANAYKA paspeiueHa
C GPAKUHONNPOBAHHBIM NPSABAPUTENLHLIM BAKYYMWPOBAHHOM
npu 132°C B TeueHne 3 MUK,
Opyrue BoIMOMHLIE YCNOBHA NAPOBOIH CTEPHANIALMN:
Temneparypa >132°C (269,6°F)
Bpema BLIASPIKN.. >3 MHH
Mpousaypa Naposoi CTEPHUNNIBLMK

Ana naposoi crepuansaunn gupma Olympus pexomenayer

NPOACIIKHTEALHOCT CYWKM He MeHee 15 — 30 munyT.

* Buifpars COOTBETCTBYIOWYIO NPOACIMMHTENLHOCTD CYLWIKH B
3ABMCHMOCTH OT HCMIONLIYEMOND aBTOKNABA.

* MHOOPMAUMR COASPIKHTCA B MHCTPYRLMH NO KCANYATAUMM
apToOKNana.

» ByAbTe 0CTOPOMNKL NPY PASTPYIKE aBTOKNABA, COASPINUMOE
MOXOT ObiTE FOpAYMM.

+ YN0CTOBSPHTLCA, UTO CTOPHABHAA YIIAKOBKA M3AGNNMA He
noBpexAaeHa.

' 4.4 C6opka n nopxmoueHHe

* YCTAHOBHTL ANCTANLHLIA KOHBL YNNOTHAIOWEND KONNAYKA Ha
WHCTDYMBHTANLHLIA KaHaN COBMECTHMOTO HHCTPYMEHTA.

14
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Mocne ncnone=3oparHuA

5 Nocne ncnonb3oBaHUA

5.1 Yrunusauun

OCTOPOMHO

OnacHOCTs TPABMHMPOBEHMA MEAHUMHCHOrO NBPCoHANA

Yrunuzaumnn usnenun 663 ero NPeasapuTentHoro

00e33apaKMBAHHA MOXKET BLISBATL HHPMUNPOBAHUE

. MBAKLIMHCKONO NepcoHana.

*» MNepea ymnuaaumwein 06ASaTENLHO NPOMIBOAHTE
006e33apaxHBaHNE HIAENMA.

* Mpu ymnuzaumi naaenua unn nioBoro eno KOMNOHeHTa
HEOBX0ANMO CNEACBATL BCEM NOCYAAPCTBEHHLIM U MECTHLIM
JANOHAM W NPSANHCAHUAM.

* YTNAH3UPYATE #3OENTNE NOCHE WCNONbIOBAHKA.
* He HCNOnb3yinTe ero NOBTOPHO M HE NLITAATECH BLINONHHTL
noaTopHyto oépadoTky.

5.2 Ompaska

OCTOPOMHO

OnacHOCTL HHPHLNPOBEHNMA NEPCONAna

Ornpaska HCNONL3IOBAHHLIX KaAeNWH koMnanny Olympus

CO3AA6T PHCK HHPHUNPOBAHWA CEPENCHOrC NepcoHana.

Komnanua Olympus vMeeT npaso oTKa3aTh & NpMeme

. SAPPAIHEHHDBIX WK 3APNEHHBIX HIANHIA U3 COOBPANEHNHNA

BesonacHoc.

+ Uanenwn Heobxoaumo ofpaborars nepea OTNPABKOH.

+ Ecnu o8paborka npuBeaeT K NONHOMY NOBPEIABHHIO
H3AGNKA, TWATENLHO ONHCTUTL €F0, HACKONBKO JTO BO3MOMHO,
H NPOMAPKMPOBATL COOTBETCTBYIOWMM 00paIoM.

Mpu oTNPaBKe U3AGNHA B ABTOPUIOBAHHLIA COPBMCHLIA LBHTP
AR BbINONHEHKA rapaHMAHLIX 06R3ATENLCTS HEOGX0AUMO

YWMTHIBATE CReAyIowes:

OLYWMPUS 15
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Nocne ucnonsaocBammA

* [ing TPAHCROPTHPOBKMW MBAEAKA UCNONLIYHTE OPUrUHANLHYIO
GnUCTEPHYIO H KAPTOHHYIO YNAKOBKY.

+ ECNM 310 HEBOIMOMHO, CNeayeT ofepHyTh OTAGNLHO KKALIH
KOMMNOHEHT B IOCTATONHOE KOAWYECTBO NUCTOR Bymaru unn
NEHOMATEPHANA U TIOMECTUTL WX B KAPTOHHYIO KOPODKY.

CepBHCHLIO USHTREL HE NPHHUMAIOT FAPEHTHAHLIe PEKNaMaLi B
cnyvae ywepa, 00yCNoBNeHHOro HeHAANEIKALLGH YNAKOBKOA.

16

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

“¢




TexHUYECKUe AaHHbIe

6 TexHnueckKknue paHHbIe

6.1 OGwme pasmepbl
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A0282
Liser... NPO3PaYHLIA
KaHan AnR WHCTPYMENTOB....... HHCTPYMOHTH pasMepom 6-8 Fr.
A0313
' Lieer NepPHLIA
Kaxan anmn nHCTPpYMEHTOB....... HHCTPYMEHTH paamepom 4-5 Fr.
6.2 Ycnosun oxpymaloulen cpeas
YCROBHA SHCTINYATIMINN
Temneparypa oxpyxaioied Cpean....... ot 10 a0 35°C (or 50 go
95°F)
OTHOCHTENBHAR BNANKHOCTD ot 30 ao 85%
YCROBMA XPAHeHHA
Temnepartypa or 10 ao 40°C (ov 50 o 104°F)
OrHocHTensHaNA BAAKHOCTL ... OT 30 20 85%
Ycnosun TPAHCNIOPTHPOBKM
Temnepartypa...........orvveursonn o1 -40 a0 70°C (or -40 ao 158°F)
OTHOCHTENLHAN BAAKHOCTL or 10 ao 95%
OLYMPUS 17
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JlonoJHeHHe K HHCTPYKIHH N0 3KCILUTYaTAIHH
Ha H3AeaHe: «YIuoTHsomuil kommadoxk A0313»

Addendum to operating instruction for
device: “Sealing cap A0313”

2021



HanmeHoBaHwue Name of the medical device
1. YnnoTHsaowmin konnavyok A0313 - 10 wWT. C UHCTPYKLUMER no 1 Sealing cap A03I13 - 10 pcs. with instructions for use.
Xcnnyarauuu.

Ha Information in thisdocument is considereda priority on the territory o fthe

NHpopmaynio B OaHNoOM [OKYMEHTe cuuTaTb MPUOPUTETHOI
Russian Federation.

TeppuTopun Poccuitickoin degepaumn.
Ha3sHauyeHune Purpose of the medical device

YnnoTHawwmii konnadok A0313 npeaHasHavyeH ans mcnonb3oBaHus  Sealing cap A0313 is intended for use with compatible instruments for
C COBMECTMMbIMW  MHCTPYMeHTaMu, npeaHasHayeHHbIMM ans  endoscopic diagnosis and treatment in the field of urology and gynecology
'9H0CKOMMUYECKOA [MarHOCTUKU U nedeHns B 061acTu yponorum u

FMHEKONOT K

YCnosumM npuMeHeHns Usage conditions

[aHHoe wu3genve npefHasHayeHO [ANS WUCNONAb30BaHUS Tonbko B This product is only intended to be used in hospitals and medical rooms
60MbHULAX M MEAULMHCKUX MYHKTaX, MMEILINX COOTBEeTCTBYOUlee with appropriate endoscopic equipment.

3HAO0CKOMNYecKoe 060pyoBaHme.

MoTeHUManbHbIA NoOTpebuTenb Potential consumer

370 u3genue npefgHasHavyeHO MCKIKOUYMTENbHO ANnA ucnonb3oBaHusA  This product is only intended to be used by a trained physician.
crneumna;rbHo 06y4YeHHbIM BpayoM.

OCHOBHbIE TEXHUYECKNE N PYHKLMNOHANbHbIE XapaKTePUCTUKMN Main technical and functional characteristics
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Xapakrcpucruku YnnowwutoTe! o Konnauka (kaTanoxHblii  Specifications for the Sealing cap (catalog number A0313):

iioivicp A0313):
L L
u
D1 DI
Characteristics Value
XapaKkTepucTukm 3HadeHue Tolerance + 5Y0ifnot specified
JlonycTnmoe 0TKNoHeHne £5%, ecnu ve yKa3aHo UHoe Length (L) 24 mm

Anuna(l) . 24 Mm Maximum diameter (1) 1) 10 mm
[dvameTp MakcumanbHblin (D1) Omm Diameter (D2) 5 mm
Anawetp (D2) 5 MM Diameter (D3) 3.75 mm
Ovnametp (D3) 3,75 Mm Weight

Macca ir

Peknamayus Reclamation

Al complaints related to the circulation of a medical device in the Russian

Federation should be sent:
Olympus Moscow LLC
Elekrozavodskaya str. 27 bdl. 8, 107023 moscow, Russia

Tel.:+7 (495)926-7077
info@olympus.com

Bee peknamaumm, cBa3aHHble ¢ obpalieHnem MeAULUHCKOro usgenus
Ha TeppuTopun PP HanpaBnaTh:

000 «Onumnac MockBa»
107023, r. Mocksa, yn. 3nekrposasojckas, g. 27, ctp. 8

Ten:+7 (495) 926-7077
info@olympus.com
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REF

Access information sheet

When using this product, followthe
instructions lor use tor WA47777A or
WA2URL1A. WA2UR12A. WA2UR13A.
WA2UR14A. WA2UR21A, WA2UR22A,
WA2UR23A, WA2UR31A. WA2UR32A.
WA2URADP.

JinctoBKa ¢ MHhopmaums 3a JoCTb
Koraro v3rion3sare Toav MpogyKT,
CriextoaunTe MHCTRYKLVTE 3a yrioTpeda
3aWAT77T7TA wm WA2URL1A
WA2UR12A, WA2UR13A. WA2UR14A.
WA2UR21A, WA2UR22A, WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP

cs

List s informacemi o pristupu

Kdy?2 pouilivdte tentowyrobek, fidte se
navodem K pouliiti pro WA47777A nebo
WA2UR11A, WA2UR12A, WA2UR13A,
WA2UR14A, WA2UR21A, WA2UR22A,
WA2UR23A, WA2UR31A, WA2UR32A,
WA2URADP

da
Informationshiad med referencer
NY du bruger dette produkt. skal du
felge brugsanvisningen til WA47777A
ellerWA2UR11A.WA2URI2A,
WA2UR13A, WA2UR14A, WA2UR21A,
WA3UR22A, WA2UR23A, WA2UR31A.
»2UR32A, WA2URADP

de

Zuordnungsinformation
Be<Verwendung dieses Produktes die
GePrauchsanweisung fur WAA7777A
Oder WA2URT1A. WA2UR12A.
WA2UR13A. WA2UR14A, WA2UR21A,
WA2UR22A, WA2UR23A, WA2UR31A,
WA2UR32A. WA2URADP befoigen.
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‘EvTuno nAr)podopwy npéopaor)c
Orav xpr)oiponoiciTc auro to npoidv
OKoAouO(” tk: 05riYicc XpVATC

yia10 WAM7777A WA2UR11A.
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A, WA2UR23A.
WA2UR31A, WA2UR32A, WA2URADP.

Hoja informativa de referenda

Para utilizareste producto. seguir

las instrucciones de utilizadon
deWA47777A0WA2URL1A,
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A. WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP

et

Ligipaasuteabe leht

Jargige seda toodet kasutades
seadmete WAA7777A voi WA2UR11A,
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A. WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP
kasutusjuhendit.

fi

Tiedot luettavista kayttoohjeista
Noudata tdmiSn tuotteen kiytdn
yhteydessi seuraavassa mainittuja
kaytthohjeita: WAA7777A tai
WA2URT1A. WA2UR12A, WA2UR13A,
WA2UR14A, WA2UR21A, WA2UR22A,
WA2UR23A, WA2UR31A, WA2UR32A,
WA2URADP

fr

Documentation de reference

Lots de I'utilisation de cet article,
consulter les instructions d'utilisation
de WA47777A ou WA2URLIA,
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A, WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP

CEowr

hr

List s informacijama o pristupu
Kada koristrte ovaj proizvod. slijedite
upute za uporabu za WAA7777A li
WA2UR11A, WA2UR12A, WA2UR13A,
WA2UR14A, WA2UR21A, WA2UR22A,
WA2UR23A. WA2UR31A, WA2UR32A,
\WA2URADP.

hu

Otmutato a tajekoztatdk eleres”™ez
A termek haszn”takor kovesse
aWAA7777Avagy WA2URLIA
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A, WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP
eszkdzre vonatkozo hasznalati
Utasitast.

it

Scheda delie informazioni di
accesso

Per I'utilizzo di questo prodotto seguire
le istruzioni per fuso per WAA7777A 0
WA2UR11A. WA2UR12A, WA2UR13A,
WA2UR14A, WA2UR21A, WA2UR22A,
WA2UR23A, WA2UR31A, WA2UR32A,
WA2URADP

ja

\WM7777A(NW LWL W. S
11I3:WA2UR11A, WA2UR12A,
WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A,
WA2UR23A, WA2UR31A,
WA2UR32A, WA2URADPCO058

kk

KaTbIiHacy Typanbl aknapart naparbl
Byn CHMIi maliganaHraH keaze,

Kerleo apTukysyigp WLIH rainanaHy
HyCKaynapbH opbHaaHLE: WALTTT7A
Hemece WA2URLIA WA2UR12A.
WA2UR13A, WA2UR14A. WA2UR21A,
WA2UR22A, WA2UR23A, WA2UR31A.
WA2UR32A. WA2URADP.



It

Informacija apte gaminj

Naudodami  ganinj, vadovaukites
instrrkcijomis, skirtomis WAA7777A
alba WA2UR1L1A, WA2UR12A,
WA2UR13A, WA2UR14A, WA2UR21A,
WA2UR22A, WA2UR23A, WA2UR31A,
WA2UR32A, WA2URADP,

v

Piekjuves infornidcijas lapa
Lietojot so izstradajumu. izmantojiet
lietoianas instrukcijas, kas paredzeta
WALTTT7A vailWA2UR11A,
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A. WA2UR23A.
WA2UR31A, WA2UR32A, WA2URADP.

nb

Infonnasjon om tilordning

NY du bruker dette produktet, mi du
telge bruksanvisningen for WA47777A
eilerWA2UR11A.WA2UR12A,
WA2UR13A, WA2UR14A, WA2UR21A,
WA2UR22A, WA2UR23A, WA2UR31A,
WA2UR32A, WA2URADP.

ik

Verwijzingsinformatie

Houd nhij bet gebruik van dit

product aan de gebruiksaanwijzing
voor WAAT777A of WA2UR11A.
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A, WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP.

Bost’\ do informacji o produkcie
Przy stosowaniu tego produktu nale”™
przestrzegac instrukqi dia produktdw o
numerach: WAA7777A lub WA2URL1A,
WA2UR12A, WA2UR13A. WA2UR14A,
WA2UR21A, WA2UR22A. WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP

Pt
Ficha de informagao de acesso

Ao usar este produto. sSgpo menual
de instrugoes para WA47777A0u
WA2UR11A, WA2UR12A. WA2UR13A.
WA2UR14A, WA2UR21A, WA2UR22A.
WA2UR23A, WA2UR31A, WA2UR32A,
WA2URAOP

ro

Fi~ eu irtformaN de acces

La foiosirea acestui produs.

respectati instrucfiunjle de utilizare
pentru WAA7777A sau WA2UR1IA
WA2UR12A. WA2UR13A. WA2UR14A.
WA2UR21A. WA2UR22A, WA2UR23A.
WA2UR31A, WA2UR32A. WA2URADP.

n

JncTok ¢ nHhopmLmeli o focTyne
Monb3yscs AaHHLIM U30E/VEM,
CO0/HQAATL VHCTPYKLYKO MO
akcryarauym ana WAAT7T77A wn
WA2UR11A, WA2UR12A, WA2UR13A,
WA2UR14A, WA2UR21A, WA2UR22A,
WA2UR23A, WA2UR31A, WA2UR32A.
WA2URADP

sk

Htirok 8 informteiami o pn'stupe

Pri pouiivani tohto vyrobku postupuijte
podfa ¥ vodu na pouiivanie pre
WAA7T77A alebo WA2UR11A
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A. WA2UR22A, WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP.

si

Pole z informacijami za dostopanje
Ce uporabijate ta izdeiek, upoStevajte
navodilaza WA47777A al WA2UR11A,
WA2UR12A. WA2UR13A. WA2UR14A,
WA2UR21A. WA2UR22A, WA2UR23A,
WA2UR31A, WA2UR32A, WA2URADP.

OLYMPUS'

Olympus Winter & Ibe GmbH

sr(Latn)

List sa podacima za pristup

Pnlikom koriscer”a ovog proizvoda.
pridriavajte se uputstva za upotrebu
zaWAATTT7AIlIWA2UR11A.
WA2UR12A, WA2UR13A, WA2UR14A,
WA2UR21A, WA2UR22A. WA2UR23A.
WA2UR31A, WA2UR32A, WA2URADP.

Informationsbiad o T itkomst

Vid anvandning av denna produkt. fdi
bruksanvisningen fdr WAA7777A eiler
WA2UR11A, WA2UR12A, WA2UR13A.
WA2UR14A, WA2UR21A, WA2UR22A.
WA2UR23A, WA2UR31A, WA2UR32A.
WA2L)RADP.

uk

JncTok 3 iHdopraLy™eto Npo JoCTyn
IMayac BUKOpMaaHHs Loro

B/POGY, [OTPVMYKTECh iHCTpykuii
3ekcryaravin WAA7777A abo
WA2UR11A WA2UR12A, WA2UR13A,
WA2UR14A. WA2UR21A, WA2UR22A.
WA2UR23A, WA2UR31A, WA2UR32A,
WA2URADP.

Erifim bilgi sayfasi

Bu iirunu kullanirken WAA7777A veya
WA2UR11A, WA2UR14A, WA2UR31A,
WA2UR32A, WA2URADP.

kullanim kilavuzianni takip edin.
Urunlerden bazilari tum sati$
bdigelerde meveut dmayabilir.

Kuehnstr. 61,22045 Hamburg. Germany

W9213506_01
2019-05-28
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Tleperon ¢ aHrMMACKOFO ¥ HEMEUKOro Ha PYCCKHIt A3BIK

OLYMPUS

23 niona 2021 r.

s npenocramnenus B PeacpansHyio cayxOy no Hamlopy B chepe 310paBOOXPAHEHHA
(PocanpasHamop) B Poccriicko#t ®enepainu.

Mu, koMnamus Olympus Winter & Ibe GmbH, pacnonoxennas mo agpecy: Kyenmrpacce 61,
Iam6ypr, 3akonnsii npoussoanress Mennumuuckoro wmigenns «TyGyc rucrepockona ¢
NPEHAINCKHOCTAMA», HACTOSINMM 3adB/IACM, YTO NpRiaraeMad MOKYMCHTAlMA SBASETC
NMOUTHRHO#H:
1. HWECTpyxmus no HCHOML30BAHMIO K MeauumHcKoMy H3gennio «Tybyc rucrepockona ¢
NPHAAVICKHOCTAMA ¢ MPAIOXCHHEM
2. HHCTpyKXmas IO HCTIONL30BAHKIO K METALAACKOMY H3ICHIO « Y INOTHsIoMmMi KOMna1ok
A0313» ¢ NpHAOKCHACM
3. Undopmanuonnniit microx K «[Ipunaanexunoctn ana sanopHoro xpasa WA47778A»

C yBaxeHHeM,

/nodnucy/

H-p Kpucrnan Meiiep
Vnpasastoutuit aupexrop
Winter & Ibe GmbH

TMeuats:
Olympus Winter & Ibe GmbH
I"am0ypr, l'epmanns
Olympus

OLVYMPL'S SURGICAL TECINOLOGIES EUROPE
Oly mpus Wintar & fbe Gibll, Kochnsicsfe 61,2048 Vavdypr, | epvaunn. a 2 70 17 09, 22017 Fgubypr, 1'cpuanns
Fea. —49 3 669 66-0. Crone - 49 40 669 06-2109, www ulyangus-oate ¢u
VIParRIasume JMPEKTOPa: 3¢ AR POrran (RneasuteIsuMit Vipasasioutnm arpextopd, Kisy rasa “d yup, 2-p Kpucriuan Mediep, Touoxnumia Caxypan.
Arnxipo Taryan, Kapa Konctanmnn Janrencticrep, Peinxana Uenmwp
Csa no peructpaunn ck: Amsgarichl Hambug 1RS lo 328
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HOTAPUYCBI B ANILCTEPAPKANEH

Perycrpansonnnii womep 1462/2021 K

S, HmxenoanucaBmuics HOTAPHYC TPakAAHCKOTO mpaea, A-p Martnac Knsiizep, HoTapuyc
TpaxJaHckoro mpasa 3Toro BombHoro s TIamselickoro ropoma amGypra, ®eneparnbnas
Pecny6mixa I'epmannd, HacToSnIuM yROCTOBEPAIO M MIOATBEPKAALD, UTO

J-p Kpuctar Maptuk Meliep

Jata poxaesus: 17 uwions 1977 .

npoxusalommit no aapecy: Kyenmrpacce 61, 22045 Mambypr, ®eneparurHas

PecnyGnuxa N'epMannus,
NHIHOCTE KOTOPOFO H3BECTHA MHE, HOTapHYyCY,

H KOTOPRI MMYHO NOATBEPAR NOLTHHHOCTH CBOCH NOANIMCH B MOEM NPHCYTCTBHH.

B YIOCTOBEPEHHUE YET'O 1 nocTaBun CBOIO MOANKCH H CBOIO OPBIHANLHYIO IEYaTh.
FamOypr, 23 mwong 2021 r.

Mlopnucs/
Hoxrop Marruac Knsitsep

Horapuyc rpaxaatckoro npasa
[lewats:

Jlokrop Marmuac Knsiizep
Hotapuyc

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




Anocrane
(Taarckas Konsenuua ot 5 oxtabpa 1961 r.)

1. Crpava: Qencpathenan PecriyGnnka epmaiing
HacTosumii opHUMHANLHEIH 20KYMEHT
2. lloanucan r-uoM Marxacom Knafisepom
3. neficteytomuM B kauectee HoTapuyca
4, cKpemneH ReYaTHIo (IITaMNoM) HoTapuyca A-pa Marnaca Knatisepa
¥YnocTorepeno
S. s r. FamGypre 6. 28 wions 2021 r.
7. TIpeaceaarencM OXKpYXHOFO Cyaa
8. 3a Ne 9101 E/1 322172021

9, Meyars (wramn) 10. Noamice:
Teuars: IMo nopyuensio
Oxpyxuolt cyn [lambypra * Moanucy/
I;;:Gypr Tasnonu
CyneGHuilt cexperaps
[evars:
OxpyxHoft cya I'amGypra * I'amGypr
128
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Poccuiickas degepauyms

MaToro aBrycTa fge ThiCAuM ABaALATH NEPBOro roga
A, PoAMHA YnbaHa ANnekceesHa, BPeMEeHHO MCNONHSA W ast 0693aHHOCT U HOT apuyca ropoga Mocksb Kopcuka
Bnagummpa KOHCT aHT WHOBMUYA, CBUAET eNbCT BY NMOANMHHOCT b NOANMCU NepeBOAUYMKAa KOT NApoBa AHT OHa
MWropesnua.
Moagnucs caen™ A4 B ylo eM NpucyT cT BUM.
NuunocT 3AD WTNCABIMY (" okymen T ycT anosnena.
.. C  OKmT
lapezMcmfh”oeaHg '8~ crr” T1I2138-H77-2021NG-N'AN

\nbHoOTro geicTua: 400 pyfr~4HL kon

Popguna
O/\

Bcero pAAatHASJ ™M epoBaHoO

M ckKkpen.yeT nuncT (a)(oB)

BPWO HoT apuyca
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